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TO THE READER 





About the Authors 


An analysis of the controversial Su- 
preme Court decision in the Jam case 
(full text of which appears at p. 388) 
is presented in this issue by the counsel 
for the Pure Foods people—Edward 
Brown Williams, who discussed this 
same its earlier stages in last 
May’s JOURNAL. 

An Arkansas man, the author obtained 
his legal education at the Harvard Law 
School. After receiving his degree 
there he became principal attorney in 
the Food and Drug Division of the 
Federal Security Agency and Assistant 
General Counsel. During the war, Mr. 
Williams served with the Marine Corps 
and from 1946 on has maintained a pri- 
vate law practice in Washington, D. C. 

Dr. Erwin E. Nelson, Medical Direc- 
tor of the Food and Drug Administra- 
tion, has a close-up view of his subject 
—the new-drug section of the Act. 
He brings us up to date on its twelve 
administered in his 


case in 


years of being 
article, a paper recently read by him 
before the Florida meeting of the 
American Pharmaceutical Manufactur- 
er’s Association. 

Dr. Nelson is a Missourian who likes 
to think of himself as a teacher—due to 
his academic background and career. 
He holds the Ph.D. degree from the 
University of Missouri and an M.D. 
degree from the University of Michi- 
gan. At Michigan he has taught pharma- 
cology—his field of special interest— 
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for a number of years, and at Tulane 
Medical School he later taught this 
same subject. He occasionally lectures 
at the Washington Medical 
School. 

The Division of Pharmacology of the 
FDA was organized by him during 
1935 and 1936 while on leave from the 
University of Michigan. Returning to 
the Administration in 1947, he was ap- 
pointed Chief of the New Drug Sec- 
tion of the Division of Medicine, and 
since January of 1950 has served as 
Medical Director. In addition, he has 
served as a member of the United States 
Pharmacopoeia Revision Committee for 
the XI, XII and XIII Revisions. 

A fairly recent addition to the food 
law field is Wayne D. Hudson, former 
Marine Corpsman, former entomologist 
with the California Spray Chemical 
Corporation and presently an assistant 
professor of law at Stanford University 
—to which position he has just been 


George 


appointed. 

Mr. Hudson, who is also a fellow 
in the New York University Food Law 
Program established by the Food Law 
Institute, writes for the JoURNAL on the 
statutory control of pesticides, with 
which problem he has had experience. 
Being graduated in the spring of °42 
from the University of Idaho with a 
B.S. in Agriculture (major subject— 
entomology), he spent the following 
four years and nine months in the 
Marines. His entomology work followed 
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discharge, and in 1947 he entered the 
Stanford University School of Law, 
getting his degree in 1950. 

The particular emphasis on Kansas 
cases in “Legal Aspects of Intrastate 
Trade Barriers” is perhaps due to the 
fact that the author, George B. Powers, 
is a Wichita man. He writes with au- 
thority, having been the president of 
the Hyde Park Dairies in that city 
1941. An interest in other ven- 
tures and businesses in Wichita has 
been productive in giving Mr. Powers 
a wealth of background information on 
his subject. 


since 


He was graduated in 1928 from the 
University of Kansas Law School. Since 
graduation he has maintained a practice 
of law in Wichita with the firm of 
Foulston, Siefkin, Schoeppel, Bartlett 
& Powers, of which he is now a partner. 

Writing in this issue on the respon- 
sibilities of drug manufacturers and 
distributors, Dr. H. E. Moskey, Vet- 
erinary Director of the Administration’s 
Division of Medicine, brings to three 
the number of contributions he 
made to the JOURNAL in recent years 


has 





In government work since 1920, Dr. 
Moskey received his V.M.D. from the 
School of Veterinary Medicine at the 
University of Pennsylvania and from 


there went to the Bureau of Animal 
Husbandry of the Department of Agri- 
culture. He was transferred to the 
Food and Drug Administration to test 
veterinary medicinal preparations in the 
enforcement of the 1906 act. In 1929 
he was assigned to supervise the work 
of the Veterinary Medical Section of 
the Drug Division of the FDA, and 
last year was appointed to his present 
position. 





OUR ATTENTION has been called 
to page 306 of last month’s JourNAL by 
H. G. Underwood, author of the article 
found there—‘“Keeping Food Clean.” Mr 
Underwood informs us that “1950” should 
replace “1951” in the sentence, “The 
average fine under Sections 402(a)(3) 
and 402(a)(4) during the fiscal year 
1951 was $622 as compared with $586 
for other types of food violations.’ 





In Congress 


Durham-Humphrey Discord.—Strong 
support was given the new and revised 
Durham-Humphrey Bill (S. 1186 and 
H. R. 3298) by Federal Security Ad- 
ministrator Oscar R. Ewing in his 
statement before the House Committee 
on Interstate and 
on May 1. A slightly less enthusiastic 
endorsement was given the bill by the 
American Pharmaceutical Manufacturers’ 
Association at its April 3 meeting. 


Foreign Commerce 


The bill would amend Section 503(b) 
of the Act to regulate the filling and 
refilling of prescriptions for drugs in 
interstate commerce by pharmacists and 
prevent the refilling of a prescription 
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hout express 


for a dangerous drug wit 
direction 
in these 
the authorization of the 
guish between 
“prescription” drugs. 
of contention: called by Administrator 
Ewing “the only practical solution of 
an extremely difficult problem,” and by 
the drug manufacturers, “fundamentally 
unsound and practically unnecessary.” 


from a physician. Involved 
regulatory provisions would be 
FDA to distin 


and 
This is the bone 


“over-the-counter” 


In his statement, Mr. Ewing told the 
committee the bill would more clearly 
define the scope of Administration ac- 
tion. The present statute provisions, 
he said, are inadequate to give full pro- 
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tection to the consuming public or to 
relieve the honest and law-abiding phar- 
macist from unnecessary red tape. 

The problem, as he sees it, is “to strike 
the best balance . . . between the need 
for maximum protection of consumers 
from abusive practices and . . . to mini- 
mize the impediments to the legitimate 
distribution and sale of useful drugs.” 

In authorizing the Federal Security 
Administrator to list the drugs which 
are to be limited to prescription sale, 
the bill achieves the first essential of 
any program to regulate prescription 
drugs, Mr. Ewing told the group. Ex- 
isting regulations leave a “broad twilight 
zone” in which no one knows with cer- 
tainty into which classification a given 
drug will fall. Relief of this uncertainty 
should be of definite benefit to manu- 
facturers and sellers of drugs who, he 
reminded the group, will in any case 
be protected by public hearing and judi- 
cial review. 

The pharmacist, under the new bill, 
would be relieved of the burden of 
labeling with warnings against misuse 
a drug taken according to a doctor’s 
orders—the responsibility residing with 
the doctor. Another change would be 
to authorize the telephoning of pre- 
scriptions. Here the Administrator 
proposed that to minimize the risks in- 
volved, doctors should agree to confirm 
the prescription in writing within seventy- 
two hours. A solution for the dangers 
involved in permitting prescriptions for 
barbiturates, he suggested, might be 
found in limiting the quantities sold 
this way in cases where use of written 
prescriptions is impractical. In the 
case of narcotics, the amendment would 
not affect the requirement of a written 
prescription contained in the Harrison 
Narcotic Act. 

Concluding his endorsement of the 
bill, Administrator Ewing stated that 
while “in some points the bill is a 
compromise,” he believed it was a “good 
compronuse.” 
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The following are two basic drug 
law resolutions unanimously adopted 
at the April pharmaceutical manufac- 
turers’ meeting: 


“THe New DurHAM-HUMPHREY BILL 


“Representative Durham and Senator 
Humphrey have introduced a new and 
revised identical bill in the current 82nd 
Congress, to amend the prescription- 
drug law in section 503(b) of the Fed- 
eral Food, Drug, and Cosmetic Act. 
The Durham bill is H. R. 3298, intro- 
duced on March 19, and the Humphrey 
bill is S. 1186, introduced on March 21. 
This amendment is designed appro- 
priately to regulate the filling and 
refilling of prescriptions for drugs orig- 
inating in interstate commerce, by 
pharmacists, in order to safeguard the 
public health; and to prevent the refilling 
of a prescription for a dangerous drug, 
without the expressed direction of a 
physician. But, as in the case of the 
prior Durham-Humphrey bill, section 
503(b) is amended in part to empower 
the administrator of this Act, proceed- 
ing through the Food and Drug Ad- 
ministration, broadly to define what 
drugs are unsafe or ineffective for use 
unless they are dispensed on a prescrip- 
tion basis. Hence the FDA is thus 
given a basic control of the drug in- 
dustry and medical profession, whereby 
it determines what drugs must be dis- 
pensed on prescription and what drugs 
may be retailed without it; and in doing 
so the FDA is thus authorized to ad- 
judge the efficacy of drugs, in addition 
to their safety. Such a government con- 
trol of the drug industry and medical 
profession is fundamentally unsound and 
practically unnecessary. It is unsound 
because the philosophy of this Act is 
to establish objective standards for the 
sale of drugs and not to empower a 
government determination of their sale, 
which is the philosophy of free insti- 
tutions; and because the medical profes- 
sion, not the government, should adjudge 
the efficacy of drugs. It is unnecessary 


hN 
on 
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because this Act and the regulations 
thereunder now establish adequate stand- 
ards for deciding what drugs should 
be dispensed on a prescription basis. 

“Therefore be it resolved that the 
American Pharmaceutical Manufacturers’ 
Association does hereby approve the 
purpose of the new Durham-Humphrey 
bill and pledge a support of its enact- 
ment, in a form duly corrected ac- 
cordingly. For the Association is 
ungualifiedly and unalterably opposed to 
any provision in this bill which vests 
the aforesaid control of the drug in- 
dustry and medical profession in the 
FDA whereby it thus determines what 
drugs must be dispensed on prescrip- 
tion and what drugs may be retailed 
without it, for the reasons stated. And 
since this provision is fundamentally 
unsound and practically unnecessary it 
is not saved by making its exercise 
subject to the administrative hearing 
and court review granted by such bill. 
Furthermore the plan of such court 
review is in itself fundamentally un- 
sound and impracticable. 


“GENERAL ANTIBIOTIC AMENDMENT OF 
FEDERAL Foop, DrucG, AND 
CosMEtTic Act 
“At its last annual meeting the Amer- 
ican Pharmaceutical Manufacturers’ As- 
sociation adopted a resolution approving 
the policy of a general antibiotic amend- 
ment of the Federal Food, Drug, and 
Cosmetic Act, recommended by a joint 





Pharma- 


task force of the American 
ceutical Manufacturers’ Association, the 
American Drug Manufacturers’ Asso- 
ciation and the Proprietary Association 
of America. This amendment was de- 
signed to substitute a ‘new drug’ con- 
trol over the production of all antibiotics 
for the ‘batch certification’ control over 
the production of certain antibiotics 
now prescribed by this Act. It 
recommended on the theory that the 
plan of the latter control is fundamen- 
tally unsound, in important respects, 
and may be extended to all other anti- 
biotics; and that, for these reasons and 
from a comparative standpoint, the 
former plan of control is a preferable 
3ut it has since developed that 


was 


one, 
there is no public need in fact to place 
all antibiotics under an advance pro- 
duction control by this Act; and that 
consequently its amendment for such 
a broad control is unwarranted. 
“Therefore be it resolved that the 
American Pharmaceutical Manufacturers 
Association hereby rescind the 
above resolution, for the reasons stated 
The presently indicated course is in- 
stead (1) duly to revise the control 
over the production of certain anti- 
biotics now prescribed by the Federal 
Food, Drug, and Cosmetic Act, e. g., 
to provide for their appropriate decon- 
trol; and (2) to examine any proposal 
for an extension of this control to other 
basis of the facts 


does 


antibiotics, on the 
thus presented.” 








In the State Legislatures 


Swine Diseases.—The governor of 
North Carolina approved on April 13 
Senate Bill 594, which authorizes county 
farm demonstration agents and voca- 
tional teachers of agriculture in county 
schools to buy, sell and distribute virus 
and serum. This grant was permitted 
to enable persons in these capacities 
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to vaccinate and inoculate swine for 


treatment and prevention of hog cholera. 
Adulterated Food.—Referred to the 
Committee on Public Aid, Health, Wel- 
fare and Benefit by the Illinois House 
is H. 506 which would amend the state 
pure food act to take from the classifi- 
(Continued on page 383.) 
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THE JAM DECISION 
—An Analysis 


By EDWARD BROWN WILLIAMS 


The Impact of This Decision Will Change Adminis- 
tration Policy, Reveals This Authoritative Report 
By the Counsel For the Claimant — Best Foods 


OME OF THE HOBGOBLINS conjured up for the distress of 
imitation foods were exorcised on March 26, 1951, by the decision in 
the so-called Jam case, 62 cases, etc. v. U. S.,\ handed down by the 

Supreme Court of the United States. The Court held that an “imitation 
jam,” labeled as such, was not misbranded under the Federal Food, 
Drug, and Cosmetic Act by reason of the fact that it failed to conform 
to the legal standard for jam prescribed under the Act.? 


We do not know what the full effect of the Jam decision will be. 
It may be anticipated, however, that its impact will bring about a reor- 





1No. 363, October Term, 1950. Certain jamin F. Stapleton, Jr., in the January 
aspects of this case have been discussed in issue of the JOURNAL. 
“The End of Imitation Foods,'’ by Ben- aU. & 2 
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ientation of the policy of the Food and Drug Administration in the 
field of imitation and substitute foods. The resulting shape and direc- 
tion of.the Administration’s policy will be of critical interest to many 
members of the food industry. Perhaps, therefore, we can profitably 
examine the Jam decision in the hope of casting some light upon its 
probable effect upon that policy. The fact that we shall be playing a 
guessing game should enhance the intriguing aspects of the under- 
taking. 

The United States sought to condemn a number of cases of Dell- 
cious Brand Imitation Jam in the District Court for the District of 
New Mexico, on the ground that the product “purported” to be fruit 
jam, but failed to conform to the definition and standard of identity 
prescribed for that food pursuant to Section 401 ° of the Federal Food, 
Drug, and Cosmetic Act; and that, therefore, it was misbranded under 
Section 403(g).' 

The standard provides for not less than forty-five parts by weight 
of fruit. The “imitation jam” seized contained only twenty-five per 
cent fruit, the shortage being replaced by pectin, a gelatinized solu 
tion consisting largely of water. 

The government’s libel alleged that the article was misbranded 
when introduced into and while in interstate commerce and while 





The Author, a Washington, D. C. Counsellor 
at Law, Served as Counsel for Best Foods 





3 Section 401: ‘‘Whenever in the judg- *Section 403 (g): ‘‘A food shall be 
ment of the Administrator such action will deemed to be misbranded : . If it pur- 
promote honesty and fair dealing in the ports to be or is represented as a food 
interest of consumers, he shall promulgate for which a definition and standard of 
regulations fixing and establishing for any identity has been prescribed by regula- 
food, under its common or usual name so tions as provided by Section 401: unless 
far as practicable, a reasonable definition (1) it conforms to such definition and 
and standard of identity = standard ‘i 
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being held for sale after interstate shipment, and was therefore sub- 


ject to seizure and condemnation under Section 304(a).° Consequently, 
if the government proved that the article purported to be the stand- 
ardized food either when it was introduced into interstate commerce 
or while it was being held for sale after shipment in interstate com- 
merce, the allegations of the libel would be sustained. 


Claimant prevailed in the lower court® and the government ob- 
tained a reversal in the circuit court of appeals’ before final disposi- 
tion by the Supreme Court. 


The majority opinion by Justice Frankfurter® may be briefly 
summarized under two headings, in the order of consideration by the 
Court: 


(1) Analysis and Meaning of Quaker Oats Case-—The government 
bulwarked its case on Federal Security Administrator v. Quaker Oats 
Company, Kleinfeld and Dunn, Federal Food, Drug, and Cosmetic Act, 
1938-1949 (Commerce Clearing House, Inc., 1949), p. 491, 318 U.S. 218, 
decided in 1943, vigorously maintaining that this decision was conclu 
sive of the Jam proceeding. There, as Justice Frankfurter stated, the 
Court had held that once a definition and standard of identity has been 
prescribed by regulations pursuant to Section 401, a food “cannot be 
introduced into interstate commerce which ‘purports to be or is repre- 
sented as’ the food thus defined unless it is composed of the required 
ingredients,’ namely, those specified in the standard. The product 
involved—Quaker Farina Wheat Cereal Enriched with Vitamin D 
conformed neither to the standard prescribed for “farina” or to that 
prescribed for “enriched farina.” ® The regulations were sustained as 


constitutional. But that decision, said Justice Frankfurter, “does not 


Section 304(a) ‘Any article of food ‘Mr. Justice Douglas dissented, Mr 
that is adulterated or misbranded Justice Black concurring in the dissent. 
when introduced into or while in interstate on the ground that the result reached by 
commerce or while held for sale (whether the Court may be sound by legislative 
or not the first sale) after shipment in standards but that ‘“‘the legal standards 
interstate commerce . . . Shall be liable which govern us make the process of reach- 
to be proceeded against while in interstate ing that result tortuous to say the least.’” 
commerce or at any time thereafter.’’ (The It seems fair to state that this thought, 
italicized portions of the provision were and indeed the dissent as a whole (it 
added by the Miller Amendment, Act of comprises four sentences), is not without 
June 24, 1948, Section 2, 62 Stat. 582.) ambiguity 
6 U. 8. v. 62 Cases of Jam., 87 F. Supp. ® The standard did not permit the use of 
735 (DC, N. M., 1949). vitamin D in “‘farina’’ and required the 
7CCH FOOD DRUG COSMETIC LAW use of vitamins B:, riboflavin, niacin and 
REPORTS 1 7162, 183 F. (2d) 1014 (CA-10, iron, in ‘‘enriched farina.’’ 21 C. F. R. 
1950) Sections 15.130 and 15.140. 
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touch the problem now before us.” In the Quaker Oats case, “it was 
conceded that although the Quaker product did not have the standard 
ingredients it ‘purported’ to be a standardized food” ; and further, “We 
did not there consider the legality of marketing properly labeled ‘imi- 
tation farina’. That would be the comparable question to the one now 


” 


here. 

Thus, the question before the Court in the Jam case—whether the 
product purported to be a standardized food—was not considered by 
the Court at all in the Quaker Oats case. Thus, the latter was of no 
force as a precedent on that point. 

(2) The Status of Imitation Products—Under Section 403(c) of the 
Act, imitation foods are misbranded unless they are labeled as such.*° 
The Court thought that Congress used the word “imitation” as it 
would be understood in ordinary speech; that it had no “esoteric” 
meaning. Since the food in question “looks and tastes like jam” and is 
“unequivocally labeled ‘imitation jam’,” it falls within Section 403(c) 
and its distribution in interstate commerce is authorized by that sec- 
tion. “We could hold it to be ‘misbranded’ only if we held that a prac- 
tice Congress authorized by Section 403(c) Congress impliedly pro- 
hibited by Section 403(g).” 

The name “imitation jam,” the Court thought, “at once connotes 
precisely what the product is: a different, an inferior preserve, not 
meeting the defined specifications.’”’ Congress has not outlawed such a 
product, although its “decisions indicate that it may well do so.” The 
opinion concluded that “we must assume that his [the Administrator’s] 
present misconception results from a misreading of what was written 
in the Quaker Oats case.” 

The bearing of the Quaker Oats case upon the problem of the 
Jam litigation was examined in the earlier article, to which reference 
has been made."' It was there pointed out that in the Quaker Oats 
case, the Court was dealing with a food which was sold in interstate 
commerce under the common or usual name of the standardized food— 
in other words, a food sold as the standardized food, whereas in the 
Jam case the product was sold in interstate commerce only as “imita- 





% Section 403: ‘‘A food shall be deemed ately thereafter, the name of the food 
to be misbranded .. . (c) if it is an imitated.”’ 
imitation of another food, unless its label ™ Williams, E. B., ‘“‘What Price Imita- 
bears, in type of uniform size and prom- tion?’"" 5 FOOD DRUG COSMETIC LAW 
inence, the word ‘imitation’ and, immedi- JOURNAL (1950) 185, 194-196. 
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tion jam.” It was therefore concluded that the Jam case presented to 
the Court a question which it had not theretofore decided. In view 
of the preceding summary of the Court’s opinion there seems little to 
be gained by additional analysis of this aspect of the decision. Later 
we shall examine its possible consequence. 


Two points were made in the opinion on this question: first, that 
the “jam” was an imitation within the meaning of Section 403(c), and 
second, that as such the product was protected from successful attack 
under Section 403(g) as “purporting” to be a standardized article. 


The first aspect—whether the “jam” is an imitation—has been 
competently discussed in this JouRNAL.’* It was there concluded that 
so-called “cheapened” or “debased” foods were not imitations in the 
statutory sense, and were outlaws of commerce; and that “the kind of 
food contemplated by the imitation provisions of the Federal Food, 
Drug, and Cosmetic Act, is a food, less costly (but not debased) made 
to simulate a more costly food and used as a substitute therefor.’ 


The government presented this point of view to the Court, arguing 
that the language of Section 403(c) referring to imitation of “another” 
food, seems to connote a different commodity from one made of essen- 
tially the same ingredients as the one imitated, but in different pro- 
portions."* 

This position can be and has been ably supported by respectable 
arguments. 

It presents a certain intellectual appeal. Furthermore, it opened 
an avenue of approach to the Court which would have permitted it 
to rationalize a possible decision outlawing so-called cheapened foods 
such as the “imitation jam” without banning the myriad of substitute 
products now on the market which are fabricated from entirely differ- 
ent ingredients from those comprising the foods which they emulate 
(oleomargarine before its standardization, dessert toppings, synthetic 
flavorings). 

But a move in that direction might itself have proved to be, if not 
a snare and a delusion, certainly an added element of confusion in an 
already cloudy picture. It is true that oleomargarine, a true substitute 





2 Markel, M. F., ‘“‘The Law on Imitation % Footnote 12, at p. 167. 
Foods,’’ 5 FOOD DRUG COSMETIC LAW * Brief for the United States, pp. 68-69. 
JOURNAL (1950) 145. 
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product, has achieved the dignity of standardization.’® So, however, 
has neufchatel cheese, although it differs from cream cheese in pre- 
cisely that respect in which Delicious Brand Imitation Jam differs 
from the standardized jam—it contains less of the prime ingredient (in 


the case of cheese, milk fat).'® 

It is said, of course, that the low-milk-fat cheese was found to 
have a different identity from that of cream cheese and that it was 
in the interest of consumers to standardize it, whereas the low-fruit 
jam thickened with pectin was regarded as deceptive to the consumer." 
The uninitiated will perhaps need firmer evidence to bring the convic- 
tion that the difference in treatment of these two products is entirely 
free of discrimination. If it could be said that the “imitation jam” pur- 
ports to be the standardized product surely it would also have to be 
conceded that neufchatel cheese purports to be cream cheese. 

Moreover, as the Court noted, “The Administrator’s contempora- 
neous construction concededly is contrary to what he now contends.” 
For, as claimant showed, it had relabeled its product “Imitation Jam” 
after the enactment of the 1938 Act, at the request of the Denver repre- 
sentative of the Food and Drug Administration ;'* and the Adminis- 
tration has, on two other occasions since 1938 indicated in its Trade 
Correspondence that substandard articles may be labeled as imita- 
tions.’® 

It has been noted that substitution and susceptibility to passing- 
off (both characteristic of the “imitation jam’’) have loomed large as 
tests for imitations, both under the 1938 Act and the Food and Drug 
Act of 1906: that, in Land O’Lakes Creameries, Inc. v. Paul V. McNutt, 
Federal Security Administrator, et al., Kleinfeld and Dunn, work cited, 
p. 412, 132 F. (2d) 653 (1943), it was the position of the government 
that the determinative element in the question of the applicability of 
the imitation section (403(c)) is the likelihood of deception resulting 
from the physical properties, labeling or circumstances of sale of a 





% Set forth at 21 C. F. R. 
Section 45.0. 





tion of the Food and Drug Administration 
noted in the text was a basic influence 
the Court’s decision. 


(1949 Ed.) 


Such changes 





% The standards for cream cheese and 
neufchatel cheese are set forth at 21 
Cc. F. R. (1949 Ed.) Sections 19.515 and 
19.520. 

% Brief for the United States, p. 70. 

% Brief for the Petitioners, p. 3. 

” Kleinfeld and Dunn, Federal Food, 
Drug, and Cosmeic Act, 1938-1949, pp. 
627-628: Brief for the Petitioners, pp. 32-33. 
It seems doubtful that the change of posi- 
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product; and that such is the purport of the legislative history of Sec- 
tion 403(c) and of the corresponding provision of the 1906 Food and 
Drug Act (Section 8, First).”° 

Finally, it must be pointed out that imitations, as exemplified by 
the “imitation jam,” were characterized by the Supreme Court as 
“inferior” products and that this idea meshes smoothly with the legal 
and legislative history of imitation foods. 


Can a food such as Quaker Farina with added vitamin D be re- 
garded as an inferior product as compared either with “farina” or 
“enriched farina”? With what degree of logic could that term be gen- 
erally applied to synthetic flavorings, which are not “cheapened” foods 
and apparently serve their purposes with efficiency ? How about oleo- 
margarine? The arguments which have raged about the relative merits 
of this food and butter have never, so far as we know, been settled to 
the conviction of an impartial observer. 

Further, in the case of a food with added ingredients, there is likely 
to be no incentive to palm off the product as the standardized article. 
On the contrary, it may well be the seller’s aim to emphasize its dif- 
ference from the standard food as evidence of superiority. 

Likewise, substitute commodities of entirely different composition 
from the standard are likely to possess some virtue, real or fancied, 
which the manufacturer desires to impress upon consumers as render- 
ing the food more desirable than the genuine article. Perhaps it is froz- 
en, or contains a harmless preservative which will prevent spoilage, 
or perhaps it will appeal to those who desire to reduce their caloric 
intake. Thus, here again, the labeling and circumstances of sale may 
not be conducive to serious or even material consumer confusion or 
passing-off. 

It seems somewhat hazardous to attribute to Congress, without a 
clearer expression of intention than the present legislation affords, the 
purpose of requiring the crepe label “imitation” to be affixed to all such 
foods. Rather, the history of the imitation provision and its reading by 
the Supreme Court suggest that the likelihood of deception resulting 
from a consideration of their physical properties, or from their labeling 
or the manner in which they are marketed, or any of these, may be the 
determining factor. 





*” Williams, article cited at footnote 11, 
pp. 198, 199, footnote 49. 
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Consequence of Holding a Food Is an Imitation 


The second aspect of the imitation question, it will be recalled, 
deals with the statutory consequence of the holding that the “jam” is 
an imitation. The district court found the effect to be that “Any person 
reading subsection (c) and even in connection with subsection (g) 
would reasonably come to the conclusion that if the imitation of an- 
other food has a label bearing . . . the word ‘imitation’ and immediately 
thereafter the name of the food imitated, such food so labeled would 
not be misbranded” (87 F. Supp. 735, 736). 

This was, in substance, the view adopted by the dissenting judge 
in the court of appeals and, as we have seen, by the Supreme Court 
majority. 

The government’s position was that Sections 403(c) and 403(g) 
are independent definitions of different types of misbranding, and that 
Section 403(g) may be violated by an article labeled “imitation” just 
as may many other sections. For example, it would hardly be doubted 
that an article correctly labeled “imitation’’ would, nevertheless, be 
subject to condemnation under Section 403(a) if false or misleading 
statements were made in its labeling. As applied to such a situation 
and to numerous others which may be envisaged, the government’s 
view seems perfectly sound. But as applied to the Jam case, it would 
achieve a somewhat curious result: that the basic characteristics of 
imitations, which brings Section 403(c) into play—similarity or sim- 
ulation—is that which would outlaw the food under Section 403(g). 
It seems sound to conclude that Section 403(c) relieves imitations lab- 
eled as such from charges of misbranding based, in effect, as was the 
charge in the Jam case, on the fact that they are imitations.** Appar- 
ently, there must be an additional defect in their labeling or the cir- 
cumstances of their sale to justify their condemnation. 

This construction seems to give full effect to the decision of the 
Court. It ought to satisfy legitimate regulatory aims. For instance, 
there was some evidence offered in the district court suggesting that 
the “imitation jam” had been represented by retailers to be jam. Given 
proof of such activity, the food might well be attacked on the ground 
that it was offered for sale under the name of another food (jam), con- 





21 Footnote 20, at p. 199. 


PAGE 334 FOOD DRUG COSMETIC LAW JOURNAL—mMay, 1951 




















trary to Section 403(b),”* or, perhaps, that it was represented to be 
the standardized food within the meaning of Section 403(g). 

The Supreme Court did not pass upon, or even advert to, this point, 
possibly because it considered the relevant evidence insubstantial ; per- 
haps for some other reason. It has been noted that such an approach 
would have been possible under the allegation of the libel that the “imi- 
tation jam” was misbranded under Section 403(g), while being held 
for sale after shipment in interstate commerce ;** and, further, that a 
proceeding limited to this allegation would not touch the question of 
whether it was legal for the manufacturer to ship the product in inter- 
state commerce. Had the government so confined its case, the result 
might have been different. In fact, the case derived its importance pre- 
cisely from the circumstance that the government did not so restrict 
the proceeding. 

It must be concluded: (1) that the labeling of a food which resem- 
bles a standardized article may relieve it from condemnation as being 
misbranded under Section 403(g), at least if it is an imitation and lab- 
eled as such, and (2) that, if such a food is, in fact, represented or sold 
as the standardized food, while being held for sale after interstate ship- 
ment, it is, in spite of its labeling, subject to condemnation as being 
misbranded. 

Scope of Decision 

It requires no gift of prescience to forecast that the Food and 
Drug Administration will not supinely accept as conclusive an inter- 
pretation of the Supreme Court decision which would seriously affect 
the “integrity” of food standards. If it is necessary to resort to legis- 
lation to avoid such a result, that will doubtless be done at a time 
deemed propitious. Let us analyze some of the factors which will pre- 
sumably influence the administrative decision as to the procedure to 
befollowed. 

Products Other Than ‘‘Cheapened”’ Foods 

The effect of the decision on foods which, like the jam, are pre- 
pared with a reduced quantity of the expensive ingredients and la- 
beled “imitation,” is made explicit by the opinion. Its effect upon 





22 Section 403(b): ‘‘A food shall be *% This allegation is based on Section 
deemed to be misbranded .. . (b) If it 304(a) as amended by the Miller Amend- 
is offered for sale under the name of an- ment. See footnote 5. 


other food."’ 
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other nonconforming foods, which must now be considered, is not so 
clear. Such foods include, of course, the group of those variations from 
the standard above discussed in connection with the imitation question 
—foods of an entirely different composition but exhibiting physical 
characteristics like those of the genuine article (according to the gov- 
ernment’s argument, probably the only true imitations), and foods to 
which an ingredient has been added to the normal composition of the 
product, as in the case of Quaker Farina with vitamin D.** 

Probably this group of uncheapened foods could not in most in- 
stances, even in the case of new products, be marketed as imitations 
without adverse effect upon their acceptance by the public. We have 
already indicated that substantial doubt exists that such foods, as a 
class, fall within the statutory concept of imitations. Some of them 
certainly do not if the criteria above considered are sound. May they, 
therefore, be sold under distinctive names, or is the extent of permis- 
sible departure from the standard marked by the limits of the concept 
of “imitation” ? 

The Supreme Court did not say, even by way of dictum, that any 
food not conforming to the applicable standard and not labeled “imita 
tion” could escape the stricture of misbranding by use of some other 
distinctive label declaration. In fact, it specifically declared that: “Sec 
tion 403(g) was designed to protect the public from inferior foods 
resembling standard products but marketed under distinctive names. 
See S. Rep. No. 361, 74th Cong., Ist Sess. 8-11. Congress may well have 
supposed that similar confusion would not result from the marketing 
of a product candidly and flagrantly labeled as an ‘imitation’ food.” 

Conceding the legality of properly labeled imitations, it might 


seem that the regulatory agency may proceed henceforth upon the 


premise that any food resembling a standardized food which is not 


an imitation and not labeled as such, is misbranded under Section 
403(g2) regardless of the manner in which it is marketed. . 
Such an approach would reflect an arguable view of the meaning 
of the decision, in the light of the above quotation from the opinion. 
Government is not renowned for its reluctance to postulate powers at 


‘This group is not presented as ex- contains an ingredient not authorized by 
haustive of the possible or likely variations the standard, or fails to contain a required 
from the standard, but will serve ade- ingredient, or if it contains more or less 
quately as a vehicle for this discussion of an ingredient than the quantity pre 
According to a regulation of the Adminis- scribed. 21 C. F. R. (1949 Ed.) Section 1.14 
trator, a food does not conform if it 
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least coextensive with its supposed authority. It would not be surpris 
ing, therefore, if that approach were to emerge as the pattern of en 
forcement operations. In considering its validity we must at the outset 
set aside the Quaker Oats decision as an authority on the question of 


whether a nonconforming food which resembles a standardized prod 


uct purports to be the standard food, when designated by a distinctive 


name which bears no resemblance to the name under which the food 
was standardized. This we must do because the Quaker Oats decision 
dealt only with a food which was sold under the name of a standard 


food and concededly purported to be such 


Legislative History 


Senate Committee Report No. 361, Seventy-fourth Qongress, First 
Session,”® is referred to by Justice Frankfurter as authority for the 
quoted statement of the purpose of Section 403(g). It is difficult to 
follow the reasoning which gave rise either to the statement itself or to 
the particular reference cited to support it. It is evident from a reading of 
the reference, and other pertinent portions of the legislative history, that the 
principal object of Section 403(g) was to prevent the sale of any noncon 
forming food as the standardized food, whether it was inferior or—as 
was the Quaker Farina—superior to a standardized article (farina) 
which it resembled. 

The characteristic situation at which Section 403(¢) was aimed is 
not, it appears, that of a food sold under a distinctive name, such as 
Bred Spred.*® That section was primarily directed at a situation 
such as that of the Ouaker Oats case or the Tomato ( atsup case, where 
the food was sold under the name of a food for which the standard was 
established, for example, “farina” or “tomato catsup,” with qualifying 
words describing the nonstandard ingredient. That this is the effect 


of the statute will, it is believed, appear from the ensuing discussion 


Bred Spred Case 


Obviously, Section 403 (2) would have been applicable to Bred 


4 

Spred, an adulterated or debased preserve, had that section been a part 

* Kleinfeld and Dunn, Federal Food, 7 Libby, McNeill & Libby v. U. 8., Klein 

Drug, and Cosmetic Act, pp. 245-247. feld and Dunn, work cited, p. 145, 148 F 
*% Notorious in food and drug history as (2d) 71 (CCA-2, 1945) 

an article passed off as pure preserves 

See H. R. 2139, 75th Congress, 3rd Session 
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of the law when that article was on the market. The key fact must 
be borne in mind, though, that Bred Spred did not even bear a state- 
ment of ingredients on its label and, as its oft-reviewed history shows, 
was flagrantly palmed off as a genuine preserve. In no way did its 
label or the circumstances of its sale deny its authenticity. The so- 


called distinctive-name proviso of the Food and Drug Act of 1906” 


was largely responsible, since it was so interpreted by the courts as 
to constitute an effective shelter for cheapened and dishonestly mar- 
keted foods.*® 


Campbell's Definition of Problem 


The government made repeated efforts * to obtain condemnation 
of such products as misbranded for failure to bear on their labels the 
word “imitaffon,” but was largely unsuccessful. Furthermore, the 
government was powerless to require that any product sold under a 
distinctive name bear any informative labeling other than a statement 
of the place of manufacture. Clearly, there was need for a require- 
ment that the ingredients of such foods be indicated on the label and 
that imitations be called just that, without regard to their use of fanci- 
ful or distinctive names. The purpose of eliminating the distinctive- 
name proviso was to institute such requirements. Walter G. Campbell, 
then Chief of the Food and Drug Administration, spelled out the prob- 
lem in considerable detail for the committees of Congress. He indi- 
cated clearly on several occasions that a wholesome and properly la- 
beled product would be unobjectionable. Apparently, his prime con- 
cern in this connection was labeling. He said, for example," “It would 
and enable the con- 
... there should be a 


have to be shown on the label just what it was, 
And again,* ‘ 


‘ 


sumer to buy it for what it was.” 
requirement that the ingredients be indicated and a statement that the 
product does not comply with the standard.” 

That informative labeling was regarded as the corrective for the 
difficulties arising from the distinctive-name proviso is confirmed by 








% Section 8, 34 Stat. 770. 

2» Kleinfeld and Dunn, pp. 246, 247. 

* Cases are cited in Williams, article 
cited, pp. 198, 199, footnote 49. 

*% Kleinfeld and Dunn, p. 239. 

3% Kleinfeld and Dunn, p. 245. 

32 Dunn, p. 1245. 

3% The statement of noncompliance with 
standards of identity was not made a re- 
quirement of the law since there is an ab- 
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Senate Committee Reports No. 493, Seventy-third Congress, and No. 
361, Seventy-fourth Congress, First Session, which stated :** 

If no such definition and standard has been established, or if the food is not 
represented as one which has been defined, then . . . the information will be con- 
veyed to him [the consumer] by label. This requirement is necessary to discourage the 
practice of coining a fanciful, high-sounding name for a product composed largely of 
cheap ingredients, which could not be extensively marketed at the exorbitant prices 
charged except by cloaking its identity under such a name. (Italics supplied.) 


Uniform Requirement Closes ‘‘Loopholes”’ 


It was thus primarily by instituting a uniform requirement of 
informative labeling (including the removal of the limitation on the 
operation of the imitation section) that the “loopholes afforded the 
dishonest manufacturer”® by the distinctive-name proviso were closed. 
As we shall see, there seems to be no sound basis for the position that 
such loopholes were to be closed by banning substitute products from 
the market. 

As has been above suggested, the characteristic case at which the 
food standard provisions were aimed was that of a nonconforming food 
sold under the name of a standardized food. The standards were nec- 
essary to provide a legal norm by which such a food might be judged.” 
Senate Committee. Report No. 361, above referred to, stated :** “If a 
definition and standard of identity has been prescribed under para- 
graph (g) and the article is sold under the name of the product so defined 
and standardized, the consumer can be assured that the composition is 
the normal and proper one.” (Italics supplied.) 

An earlier document, Senate Committee Report No. 493, Seventy- 
third Congress, 1934,** had noted that “the operation of this provision 
will in no way interfere with the marketing of any food which is whole- 
some but does not meet the definition and standard; but if an article 
is sold under a name for which a definition and standard have been 
provided it must conform to the regulation.” 

Report No. 361 of the Seventy-fourth Congress,*® contained the 


same statement. 





*% Kleinfeld and Dunn, pp. 120, 247. %* Kleinfeld and Dunn, p. 245. 

%S. Comm. Rep. No. 361, 74th Congress, * Kleinfeld and Dunn, p. 247. 
1st Session, p. 10; Kleinfeld and Dunn, p. % Kleinfeld and Dunn, pp. 119-120. 
247. %* Kleinfeld and Dunn, pp. 246-247. 
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‘‘Safeguard"’ Purpose Base of Quaker Oats Decision 


The notion of the primary purpose of standards as safeguards of 
the integrity of foods sold under their common or usual names was a 
basic premise of the Quaker Oats opinion. This is exemplified by the 
Court's statement that :*° 

As we have seen, the legislative history of the statute manifests the purpose 
of Congress to substitute, for informative labeling, standards of identity of a food, 
sold under a common or usual name, so as to give to consumers who purchase it 
under that name assurance that they will get what they may reasonably expect 
to receive. 

Mr. Campbell’s statements, taken as a whole,*' are, it would seem, 
consistent only with the view herein expressed. Else how explain, for 
instance, his forthright declaration before a Congressional committee 
that “There can be no objection to the philosophy that any article that 


is wholesome and has food value and is sold for what it is, without 


> o4 


deception, should be permitted the channels of commerce’ 


It is pertinent to note that one of the very abuses complained of 
by the government as a basis for banning the “imitation jam” from 
commerce—the tendency to pass it off in eating places as real jam 
is equally likely to occur in the case of every food which falls below 
an official standard of quality. The substandard label required by Section 
403(h) no more follows the product to the table than does the label “imita 
tion” or a distinctive name. Here, then, is suggestion of the extent to which 
labeling is to be considered an essential ingredient of a decision as to the 


fate of nonconforming foods. 


In the light of these factors, it seems fair to conclude that the Court’s 
statement that “Section 403(g) was designed to protect the public from 
inferior foods resembling standard products but marketed under distinctive 
names,” is not to be regarded either as a limiting factor upon the scope of 
Section 403(g) or as an indirect indication that properly labeled foods sold 
under distinctive names are per se misbranded under that section, merely 
because they resemble standardized foods. (Such foods which are imita- 


tions must, of course, bear the imitation label. ) 


Such foods, regardless of their labeling, would concededly be mis- 


branded, if they were sold as the standardized food,** either in interstate 





# 318 U. S. 232. * Kleinfeld and Dunn, p. 1239; Brief for 
" The statements are collected in Brief the United States, p. 44. 
for the United States, pp. 39-51. (Footnote 43 on following page.) 
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commerce or while being held for sale after shipment in interstate com- 
merce. But the combination of a clear label declaration distinguishing 
them from standardized foods, and honest methods of marketing ought 
to save them from outlawry, if the history and wording of the statute 
are carefully noted by the courts. 


Effect of Jam Decision on Substitute Products 


The Jam decision did not, of course, bear directly upon substitute 
products in the unstandardized field. There are indications from the 
decision, however, that the status of such products in the food and 
drug regulatory scheme may have to be somewhat altered. 

In the first place, it seems evident that the imitation label will 
protect a food to which it is properly affixed, at least to the extent to 
which it protects an imitation of a standardized food. 


A question promising more disputation, however, is the effect of 
the Jam case, if any, upon substitutes not labeled as imitations, such 
as colored poppy seeds—* and Pop'n Oil.” 

In the earlier article on this subject*’ it was pointed out that the 
chief problem arose from misbrandings or adulterations at the retail 
or consumer level since, today, substitute products ordinarily bear 
honest labels when introduced into interstate commerce. The label, 
unfortunately, does not always follow the product to the consumer, as 
in the case of the poppy seeds artificially colored blue to resemble a 
more expensive variety, or where the properly labeled food is adver- 


tised and sold at retail as the genuine article, in spite of its labeling. 





“ The legislative history of the statute bell’s agreement with Congressman Chap- 
is replete with indications that the aim of man that “if a man wants to buy cider 


Section 403(g) was to prevent the sale of which is one part cider and two parts 
a nonconforming food as a standardized water he will have the privilege of doing 
food. For example, we may note the basic that, . . but if it is sold only as cider 


fact of a Senate committee's assimilation of it must have only the quantity of water 
the purpose of Section 403(g) to that of the that the standard permits’’ (Kleinfeld and 
pre-existing legislative standard for butter Dunn, p. 1243). (Italics in quoted material 
(42 Stat. 1500, March 4, 1923) and its con- supplied.) 

clusion that any product which fails to " «U.S. v. Two Bags Poppy Seeds, 
meet the standard ‘“‘can no longer be sold Kleinfeld and Dunn, p. 135, 147 F. (2d) 123 


as butter’’ (Kleinfeld and Dunn, pp. 119, (CCA-6, 1945). 

246): also Walter G. Campbell's statement ” U. 8. vw. 36 Drums of Pop'n Oil, Klein- 
at committee hearings that ‘‘Senate 5 pro- feld and Dunn, p. 215, 1644 F. (2d) 250 
vides for standards. That product would (CCA-5, 1947) 

be a substandard article and its marketing “ “What Price Imitation?” article cited 
as a preserve would be proscribed” (Klein- at footnote 11, pp. 188 ff 


feld and Dunn, p. 1239); and Mr. Camp- 
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It is because of such misbranding or adulteration that the legal action 
against the product is brought. Yet the government alleges that the 
misbranding or adulteration existed when the food was introduced into 
interstate commerce as well as while it was being held for sale after 
interstate shipment, as it did in the Jam case. 


Suppositions Arising Out of Jam 


If the preceding analysis of the scope of the Jam decision in the 
area of standardized foods is sound, it would seem to follow that the 
poppy seeds and Pop’n Oil, being properly labeled when shipped— 
showing clearly their departures from the norm or the respects wherein 
they differ from the genuine article—would not be banned from com- 
merce. 

Perhaps, being in the nature of cheapened foods, these particular 
articles will have to be labeled as imitations. Possibly, also, so-called 
“filled ice cream” (in which butterfat is in part replaced by animal or 
vegetable fat) would fall into the same category.*’ But other foods of 
basically differing composition or containing added ingredients should, 
it would seem, be unexceptionable so long as they are clearly labeled 
for what they are—and so long as they are honestly marketed. 


Stern Rule of Jam Beyond Act’s Mandate 


It is, of course, recognized that there are counterarguments to 
most of the expressions of opinion which have been offered in this 
paper as to the meaning and implications of the Jam decision. The hard 
core of the matter lies, as always, in the application of the language of 
the statute to the facts of each case. It is ordinarily unnecessary to 
seek supporting statements in the legislative history of that language 
when its meaning and application to such facts is perfectly clear. Some- 
times, though, as in the Jam case, the government contends that the 
statute aims, not just at stern regulation to restrain false labeling and 
dishonest marketing practices, but at banishment of the product from 
interstate commerce. Such a position goes far beyond any clear statu- 





* The Federal Security Agency an- cussion of the status of this food, see 
nounced in the Federal Register of April Beacham, ‘‘The Food Law is Reasonable,”’ 
13, 1950, that such products were, in its 6 FOOD DRUG COSMETIC LAW JOUR- 
opinion, adulterated, and therefore sub- NAL (1951) pp. 282, 287-288. 
ject to action under the Act. For a dis- 
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tory mandate and requires reference to legislative history as an aid 
to interpretation of language believed to have this effect. 


It seems little enough to expect, considering our particular tradi- 
tions of government, that the courts shall decline to condemn as outlaws 
of commerce, foods wholesome and unobjectionable in themselves, 
unless the statute unmistakably requires this drastic action. In some 
instances, utterances of legislators may lend color to the theory that 
total suppression of the product is authorized. This fact is manifestly 
an inadequate basis for ascribing statutory sanction to that theory. 


Need of Congress’ Clarification 


The factors considered in this paper demonstrate, in any event, 
the existence of serious doubts of the supposed aim of the Congress 
to destroy the right to sell rather than just to control the manner of 
selling the kinds of foods under discussion. It seems sound to con- 
clude that, when this drastic and final remedy is sought with such an 
absence of clear and unquestionable statutory backing, the courts 
should refuse to proceed unless and until a Congressional mandate is 


sought and obtained. 


On this point the Court said in the Jam case: “In our anxiety to 
effectuate the Congressional purpose of protecting the public, we 
must take care not to extend the scope of the statute beyond the point 
where Congress indicated it would stop.” And: “If Congress wishes 
to say that nothing shall be marketed in likeness to a food as defined by 
the Administrator, though it is accurately labeled, entirely wholesome, 
and perhaps more within the reach of the meager purse, our decisions 
indicate that Congress may well do so. But Congress has not said so. 
It indicated the contrary.” [The End] 





Wise Wisdom_____—__ a _ 
| 


“The end of all good government is to cultivate humanity, 
| and promote the happiness of all, and the good of every man 
in his rights, his life, liberty, estate, honor, etc., without any 


injury or abuse to any.”—John Wise. 
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Twelve Years of — 


THE NEW—DRUG SECTION 





A Good Index to This Section's Estimate of Value and Effective- 
ness in Protecting the Public Can Be Found, Says This Author, in 
the Interest in a New-Food-Chemical Section to Be Patterned on It 


N A DISCUSSION of the experience of the Food and Drug Adminis 

tration in the operation of the new-drug section of the Federal 

Food, Drug, and Cosmetic Act, it may be of interest to review 
very briefly the circumstances under which this section was written 
While the experience of the enforcement officials had revealed definite 
weaknesses and deficiencies in the act of 1906, and while some five 
amendments to this act had been adopted, it was not until 1933 that 
the full draft of a proposed revision was submitted to the Chairman of 
the Committees on Agriculture in the House and Senate. I need not 
recall the details of the history of this and subsequent bills. Suffice it 
to say that a bill, S. 5, introduced in the Seventy-fourth Congress by 
Senator Royal S. Copeland, and reintroduced under the same number 
in the Seventy-fifth Congress, finally passed both houses in modified 


form and was signed by President Roosevelt on June 25, 1938 


Discovery of Sulfonamides 


During the interval in which these several proposals were before 
Congress there occurred an epoch-making development in the field of 
drug therapy, and a following tragedy which had as a sequel the addi- 
tion of a new and most important provision in the area of drug control 
in the legislation as finally passed. 

Chemotherapy, the treatment of infectious diseases by chemical 
agents, was a well established form of therapy at this time, so far as 
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diseases caused by parasites of animal nature were concerned. Malaria, 
syphilis, amebiasis, some types of worm infestation, each was subject 
to attack by reasonably effective chemical agents. But in the field of 
the bacterial diseases, in spite of much research, progress had been so 
small that there was much discouragement among investigators. [| 
cannot here recount the history of the first really effective agents, 
which of course were the sulfonamides. In retr spect one could trace 
their history clear back to the time and work of Ehrlich. But actually 
their full recognition came with almost explosive suddenness in the 
middle thirties. The first American reports were in 1936 and 1937. 


Immediately thereafter interest became widespread. 


New-Drug Section—a Remedy 


[t was natural that the pharmaceutical industry should respond to 
this interest by supplying the then available sulfonamide, sulfanilamide, 
as widely and in as varied dosage form as possible. Indeed, at the 
expense of appearing somewhat cynical, I may say that, taking the 
industry as a whole, this 1s its chief function. In the course of this 
activity one manufacturer distributed a liquid dosage form, using a 

This article was delivered as a paper before the Florida meeting of 

the American Pharmaceutical Manufacturers’ Association on April 3. 
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vehicle which had not been studied with respect to its safety. This 
failure occurred in spite of the fact that there were suggestions in the 
literature clearly indicating a possible toxicity. The rest of the story 
you know. The tragic and unnecessary deaths which followed stimulated 
a Congressional investigation and an attempt to insure that such a 
tragedy should never again occur. This attempt was the inclusion of 
the new-drug section in the Act. It was against this background 
that there was given the emphasis on safety in these provisions. 





By strange good fortune—scarcely can we say by foreknowledge 
or intent—the provisions became effective (June 25, 1938) just at a 
time when drug therapy was undergoing a radical change, when new and 
powerful agents were being added at a rate not matched in medical history. 


New and Powerful Agents 

Let me illustrate by a rapid recital, with little comment, of the 
agents added to the armamentarium of the physician in this period of 
operation of the new-drug section. All of the sulfonamides, excepting 
of course the first, fall here. Their tremendous importance was dwarfed 
almost at once by the antibiotics (of which the end is not yet). New 
antimalarials, folic acid, vitamin B,,, clinically usable curare prepara- 
tions, the whole series of antihistaminic agents, synthetic agents for 
morphine uses, ganglionic blocking agents, antithyroid substances, 
sulfone derivatives and paraminosalicylic acid for chemotherapy, 
cortisone, anterior corticotrophic hormone, dicoumerol and similar 
agents, British antilewisite, ion-exchange resins for medicinal uses, a 
variety of surface active substances, nonmetal containing antiseptics- 


the list is by no means complete. 


Industry's Strong Point—Development 

The pharmaceutical industry can take a great deal of credit for 
making these products available. It has, in my opinion, done a good 
job. That this is directly to its interest does not detract from its credit. 
But as a pharmacologist of essentially academic disposition I cannot 
let the opportunity pass for remarking how often the ideas from which 
these products spring were developed in researches done for quite 
different purposes. The genius of your industry lies, I believe, in its 
capacity to give development on a practical basis to ideas for which 
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it has not as a rule been initially responsible. It is development, not 
research, which is your strong point. This is not said in any sense by 
way of criticism. I believe the situation will continue. Investigation 
in academic institutions is not restricted by any considerations of 
immediate utility. But in industry—certainly in much of it—success 
in research and development is measured by output of salable products. 
If you believe in an expanding economy as the American way, you 
must recognize an expanding need for ideas, which it seems to me 
means expandiffg support for those who may produce ideas, wherever 
they may be working. 

The details of fhe definitions and of the provisions of the !aw I 
shall pass briefly. Paraphrasing the definition of a new drug as given 
in the Act, it is one not generally recognized by experts as safe for use 
when used as directed. There are three aspects of this definition which 
I should like to emphasize: general recognition, experts, safety. The 
Act does not define general recognition. It does not define experts. 
It carries no explanation of what is meant by safety. In relation to 
this last point, it should be kept in mind that the safety for use is 
qualified by a further expression, namely, safety for use when used 
as directed. 


FDA Defines Act Terminology 

Since these expressions are not clearly defined, it has been neces- 
sary for the Food and Drug Administration to define them administra- 
tively. This we have attempted to do on a common-sense basis, 
remembering always that Congress wrote this section into the law in 
the interest of public safety. The opinions we express, the interpreta- 
tions we adopt and the actions we take are, of course, always subject 
to judicial review. Perhaps the opinion we are called on most fre- 
quently to express is that regarding “newness” of a new drug within 
the meaning of the Act. We are always willing to give our views 
(though not always in the course of a telephone conversation). But, 
except from the authority that may be accorded our cumulative 
experience, we have none by virtue of any specific delegation in the 
Act. If the substance which is subject of the question is genuinely a 
new chemical entity, as is increasingly often the case, the decision is 
simple. There can be no general recognition of safety of a product 
until there has been some measure of use of it. 
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New Drugs or Private Formulae? 


If a drug, as defined in the Act, is a new drug according to the 
definition (lack of general recognition by experts of safety when used 
according to directions), then, of course, a new drug application must 
be submitted. Judging from the subjects of the early applications, 
there has been a great change in the determination of newness, either 
by the Administration or by industry, or both, over the years. The 
first application was submitted August 30, 1938. During the first year 
1,300 applications came in, in the second nearly 1,400° In the single 
month of May, 1939, the total reached 190. As competent as the 
industry is, | do not believe anyone credits it wath that kind of an 
output of mew drugs. The present average rate is about twenty-five 
per month. Apparently, in the initial stages when neither industry nor 
the Food and Drug Administration had any experience to go on, any 
new product (that is, new for the company producing it) was treated 
as a new drug with submission of an application. A cursory review of 
the early applications reveals, for example, that many of them were 
nothing more than private formulae. 


Section 505 Requirements 

The new-drug applications of today then are much more likely to 
represent genuinely new therapeutic agents. Each application also 
contains a great deal more material than in the early days. The 
various requirements of an application are spelled out in the Act 
(Section 505). In a sense, the specific requirements for the first sec- 
tion (505(b)(1)) could be said to be the most important, in that 
until and unless they are met, the basic material of an application is 
lacking. This section requires full reports of investigations made to 
show the safety for use. While not all applicants today interpret this 
requirement as we believe they should, there have been very consider 
able changes since the first years of operation. These changes I believe 
are in part due to development in pharmacology, experimental thera 
peutics and experimental medicine. While the recognition of the need 
for and the development and introduction of quantitative methods 
antedates 1938, there has been a very great development since that time. 
Proper planning of experiments, methods for obtaining quantitative 
data on objective findings and appreciation of the necessity for ade- 
quate controls, have been recognized to an ever increasing extent. 
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Quite properly, with the development of these new standards for 
research, those charged with evaluation of new drug applications have 
insisted that the evidence therein for safety be measured by these new 
standards. The pharmaceutical industry, with the awareness of its 
research scientists of ‘these developments, has found its standards 
correspondingly elevated. The applications of today reveal this in 
most cases. 

Passing over without comment the requirements regarding com- 
ponents and composition of the new drug, we come to Section 505(b) (4), 
“a full description of the methods used in, and the facilities and con- 
trols used for, the manufacture, processing, and packing of such drug.” 
Frankly, today we are putting much more emphasis on full compliance 
with these requirements than was once the case. We believe these 
requirements very clearly go to safety of the product. Unless a product 
is clearly defined, unless there exist adequate procedures which are 
used for the maintenance of the identity, strength, quality and purity of 
a drug, there is no assurance that the product as eventually delivered 
for introduction into interstate commerce will correspond to the one on 
which investigations have been made and conclusions as to safety for 
use reached. Unless this assurance exists, the new drug application 


will have failed of its purpose. 


Samples 

Two other divisions of the application itself remain to be dis 
cussed. The Act provides that such samples as the Administrator may 
require are to accompany the application. We have not in the past 
required much under this section, but a part of our present program 
involves some clinical use by our medical officers when this is prac- 
ticable and desirable. This is not to supply additional information for 
applications. Rather it is to be done in the hope that our judgments and 
criticisms can be sounder and more intelligent, with at least a modicum 


of personal experience behind them. 


Labels and Labeling 
Finally, there is the matter of the labels and labeling. With rela- 
tively few exceptions, new drug applications relate at least initially 
to prescription items. Unless they are for parenteral administration 
these may not carry directions for use. The directions for use then 
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go in the brochure which is made available separately to the physician. 
The pharmaceutical industry obviously spends a great deal of time in 
the preparation of these. So do we in their review. We believe the 
statements in them regarding indications for use should be based on 
the experience reported in the application. This is not saying that 
further uses may not be investigated. There is no reason why the 
industry should not continue to stimulate research on its products. 
But we believe there is a difference between suggesting to a competent 
investigator that he explore the possibilities further, and saying to the 
medical profession generally that this new agent is indicated for con- 
ditions in which it has not been adequately investigated. 


What is ‘‘Safe'’? 


Safety is a relative expression. There is some element of hazard in 
almost any drug. In some cases the hazard may be of considerable 
magnitude. In others it may be negligible. The physician who pre- 
scribes digitalis or gives a spinal anesthetic, or an intramuscular injec- 
tion of a heavy metal, or a vaccination, measures the hazard against 
the needs of the patient. Consciously or unconsciously he takes a cal- 
culated risk. It has been our position with respect to new drugs that 
one of the criteria for evaluating the information in a new drug appli- 
cation is that it makes possible such a calculation. We believe the 
maximum of safety is attained when the physician can weigh the value 
of the drug for therapy against the possible toxic effects of this same 
drug as well as against risk and effectiveness of other agents which 
might be available. To this extent we give consideration to evidence 
for efficacy, although the application is generally considered to go to 
safety only. 

From June of 1938 to the end of February of this year, nearly 
8,000 new-drug applications have been submitted, including those in 
the field of veterinary medicine. Nearly 5,000 of these have been per- 
mitted to become effective. About 1,500 were initially incomplete and 
were never completed. Some 500 of this total of 8,000 were considered 
not to be new drugs after the application had been examined. Today, 
most applicants ask our views before submitting the application if 
there are reasonable grounds for doubt as to the new-drug status. 
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In the first four years, eleven drugs were denied effective status. 
Formal hearings were set in seven cases: the applicant failed to appear 
in three of these; in two the applications were withdrawn during the 
hearing ; and in two the denial action was confirmed by the hearing officer. 


No application has gone to a hearing in recent years. If our med- 
ical officers have indicated that in their opinion the information in an 
application was not sufficient to serve as the basis of a positive con- 
clusion as to safety, the application has been withdrawn, usually for 
the purpose of developing further information. We appreciate this 
cooperative attitude, and feel that the purposes of the section are 
served as well as by the more formal procedures. 

A question frequently asked has to do with the length of time a 
particular drug remains a new drug. We believe Section 201(p) (2) 
covers this point. A drug remains a new drug when, as a result of 
investigations made on its safety for use, it has been so found, but 
when it has not been used for a material time or to a material extent. 
The fact that a product has been introduced by one member of indus- 
try—which, in view of his reputation, is taken as evidence that he has 
submitted an application which has been allowed to become effective- 
does not relieve another manufacturer of the necessity for submitting 


his own application. 


Regulation Abuse for Commercial Exploitation 

A matter which has given us considerable concern recently has 
been what we believe to be an abuse of the regulations regarding the 
distribution of drugs for investigational purposes. As you know, these 
regulations permit sending of research material to investigators if all 
of the relatively simple requirements set down in the regulations are 
met. The purpose of the exemption of this research material from 
the requirements of Section 505 is clear. It is to permit the develop- 
ment of the information necessary to determine whether a product 
rates further study, and, if so, the collection of the information neces- 
sary to support a new-drug application. Nothing is said in the regula- 
tion about charging for experimental material. Such a practice is not 
illegal, but it has been evident that some organizations were using the 
505(i) regulations in an attempt at commercial exploitation of a prod- 


TWELVE YEARS OF THE NEW-DRUG SECTION PAGE 351 











uct without complying with the new-drug section requirements. This 


is not in the public interest. It is unfair to those who abide by the 
spirit of the law, and we believe it may be illegal. It is hoped that 
recommendations can be made to the Administrator at an early date 


which may help clarify the regulations and discourage this abuse. 


“Inform the Medical Profession’’ 


A recent problem for which a completely satisfactory solution has 
not yet been worked out has to do with the distribution of potent sub 
stances with a recognized hazard of some magnitude. We believe the 
physician must be adequately informed before he undertakes the initial 
use. How can it be made certain that this occurs? We do not believe 
it is desirable to risk commercial distribution and use prior to the edu 
cation, so to speak, of the physician. Certainly, if his stimulus comes 
from reading the statement “Literature available on request” on the 
bottle, we will have the cart before the horse. The recent experiences 
with Cortisone and ACTH, in which initial distribution was restricted, 
and the educational approaches to the physician by means of film 
and seminar types of programs, can be considered as experimental 
approaches to a solution of the problem. We in the Food and Drug 
\dministration think that developments ahead may force further con 
sideration of the matter. More and more of the therapeutic agents 
offered by the industry to the medical profession are powerful agents, 
potent in a pharmaco-dynamic sense, capable of producing ill as well 
‘as good effects. More and more the medical profession needs to be 
made aware of the powerful potentialities of its therapeutic agents. 
More and more it is going to be the responsibility of the pharmaceu 
tical industry to give factual, digested and assimilated information to 
the medical profession. It has been said, sometimes somewhat face 
tiously, that the pharmaceutical industry is a powerful agent in post 
graduate medical education. Personally I think there is much of truth 
in the statement. But I predict that if the present pace continues, it is 
going to be necessary to go beyond the presentation of well-written 
brochures, presented by personable detail men. I predict that medical 
directors in the industry are going to find themselves and their staffs 


more and more directly involved in teaching and demonstration programs. 
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Effects of New-Drug Section 


I know of no way to evaluate the effectiveness of the operations 
of the new-drug section through the twelve-year period in the protec 
tion of the public. An index of the estimate of value lies in the interest 
in the proposal to write a new-food-chemical-section on the pattern 
of the new-drug section. I have said elsewhere that the law as now 
written provides sanctions to enforce an activity on the part of the 
introducer of new drugs that in many cases he would recognize as a 
moral obligation as well as enlightened self-interest. It is not possible 
then to say what relative roles have been played by the requirements 
of the law, by the building up of increasingly capable research and 
development organizations in industry, and by advances in medical 
sciences. Without trying to divide the credit, I think we can all derive 
satisfaction of considerable magnitude from the history of the new 
drug section of the Act up to this point. The pharmaceutical dustry 
represents a highly successful business. It needs to show a profit, to 
pay the salaries of its medical directors, 1f for no other reason. But 
[ am one of those who believe, and not without some personal know! 
edge, that on the whole it recognizes its responsibilities in the matter 
of protecting the public. From my own experience with its repre 
sentatives in relation to this particular area of operation, | am hopeful 
that we can continue working together in the common enterprise of 
insuring that America’s drugs are as safe as it is humanly possible to 


make them. [The End] 





. . . And Lots of Drops to Drink 


Coleridge’s mariners will accompany us in a gasp or two of 
imazement at the latest blessing of the great god science 
canned water. The American Canning Company of Baltimore 
has become the center of this new type of defense industry. 

The “GI water” is canned there in extra-heavy-duty con 
tainers for emergency use at sea on lifeboats and rafts. A 
spokesman for the company said the low chemical content of 


Baltimore water makes it ideal for packaging in metal containers. 
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Statutory Control 


of Pesticides 
By WAYNE D. HUDSON 
Collective Interest Calls for Collective Effort, Says This Author, 


and Decisions as to the Harmfulness and Harmlessness of Pesticides 
Call for ‘‘the Progressive Exhibition of Human Wisdom"’ 





GROWING CONCERN accompanies the rapid development 
of synthetic chemicals f6r use in connection with our natural 
food supply. Are we discriminate in using them? Does our 
knowledge of their toxicological properties keep pace with their use ¢ 


Questions like these are being put from all sides. 


Delaney Committee’s Work 


} 


Congress has responded with an investigation which is said to be 
the most important yet conducted in furtherance of the food aspect of 
the Federal Food, Drug, and Cosmetic Act.’ House Resolution 323 
(Eighty-first Congress, First Session) directed a select committee, 
ict a full and 


4 
‘ 


headed by Congressman Delaney of New York, to condi 
complete investigation of the use of chemicals incident to the food 
stream. Pursuant to this resolution the committee held public hear 
ings, received relevant testimony, and on January 3, 1951, issued an 


interim report with the following conclusion: 


' Charles Wesley Dunn, speaking before 7H. R. Rep. No. 3254, 81st Congress, 2d 
the Sixth Annual Meeting of the Section on Session; 6 FOOD DRUG COSMETIC LAW 
Food, Drug, and Cosmetic Law of the JOURNAL 149 (1951) 


New York State Bar Association 


FOOD DRUG COSMETIC LAW JOURNAL—MaAY, 195] 


Ww 
vi 


PAGE 




















The increasing use of chemical additives in the production and processing 
of food has raised a serious problem so far as the public health is concerned, The 
evidence so far presented indicates that existing Federal laws dealing with the 
use of chemicals in food are not adequate to protect the public against the addition 
of unsafe chemicals. It is important, of course, that unnecessary obstacles to tech- 
nological improvements in food production and processing not be created. As 
indicated, most witnesses before the committee testified strongly that a chemical. 
or synthetic should not be permitted to be used in the production, processing, 
preparation, or packaging of food products until its safety for such-use has been 
established, and that the food chapter of the Federal Food, Drug, and Cosmetic 
Act should be amended to include a section generally similar to the New Drug 
Section of that Act. In view of the far-reaching consequences of such an amend- 
ment, the committee is of the opinion that individuals and groups who would be 
affected by such legislation should be given further opportunity to present their 
views and to comment on proposed legislation before any specific recommenda- 


tions are made to the Congress. 


Committee Wants USDA Testimony 


The committee emphasizes that further study and investigation 
are required before any final conclusion can be reached. It 1s especially 
interested in the receipt of testimony from the various bureaus of the 
United States Department of Agriculture. Too, the various farm 
organizations such as the National Farm Bureau and the National 
Grange have yet to express their views. The wholehearted coopera 
tion of these groups will greatly aid the committee in this important 
public effort. 

The “chemical additives” which present a potential public health 
hazard are: pesticides, including insecticides, fungicides, acaricides and 


weedicides; plant growth regulators; fertilizers; chemicals used as 
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additional ingredients, ingredient substitutes, preservatives, antioxid- 


ants, mold inhibitors, emulsifying and other types of agents added to food 
during processing or storage ; chemicals used to wash utensils in food 
processing ; wax coatings, resins, plasticizers and other ingredients of 


packaging materials. 


Questionable Use of Terms 


Some may question the wisdom of the use of “chemical additive” 
as a collective term for the chemicals under investigation. The term 
has no meaning apart from its content. The content is so diverse that 
the term serves only to hinder a pragmatic inquiry into the legislative 
need. The indiscriminate use of the term by the Delaney Committee 
depreciates the value of the hearings held. Where the term was used 
by the interrogator it is often impossible to ascertain the central 
thought. In turn, it is impossible to evaluate the answer given. It is 
manifest that the problems in the manufacture and use of pesticides 
are vastly different from those in the field of food fortification during 


processing. 


Amendment Calls All ‘“Chemical Additives’’ 


A proposed amendment to the Food and Drug Act, submitted t 
the Delaney Committee by the Food and Drug Administration, deals 
with all of these chemicals under the single definition of “chemical 
additives.” * A proposed section, molded after the new-drug section, 
provides, in effect, that proof of the harmlessness of a chemical addi 
tive be submitted to the Administrator in advance of its introduction 
to commerce. May it not be fundamental error to hypostasize these 
chemicals with their divergent occurrences and purposes, by subsuming 
them all under one statutory definition? May it not be fundamental 
error to control their use with a single legislative directive, no matter 
how broad? 

Chemicals used as additional ingredients, ingredient substitutes, 
preservatives, antioxidants, mold inhibitors, emulsifying and other types of 


agents added to food during processing, are, in a true sense, chemical 





2 Hearings before Committee on Chemi- 
cals in Food Products on H. R. 323, 8ist 
Congress, 1st Session, p. 346 (1950). 
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additives. They are directly added to and made a part of the food itself 
while it is being prepared for consumption. What goes into the food 


at this stage is eaten by the consumer. 


Opinions of Authorities 

In his testimony before the Delaney Committee, Dr. Roy C. New- 
ton of Swift and Company made the following statement: “It is my 
conviction that any food processor bears a moral obligation not to 
change the food supply by addition of chemicals or by chemical proc- 
essing until he has provided adequate proof in the form of scientific 
studies by competent scientists proving the non-poisonous character 
of a proposed process or addition. It would appear to be in the public 
interest to require food processors to avoid such chemical additions or 
chemical processing until sufficient evidence has been acquired to 
prove that such additions or process is harmless.”* The statement 
would seem to apply with cogency to this category of true chemical 
additives. 

Dr. James R. Wilson, Secretary, Council on Foods and Nutrition, 
American Medical Association, on the question of what is a safe food, 
stated: “First, nutritive value must be such that the food makes its 
expected contribution to the maintenance of health. We believe it is 
desirable and possible to produce such food without the addition of 
synthetic chemical nutrients.” * 


Dunbar on Toxicity 

The justification for the intentional addition of chemicals to food 
is in the positive contribution they make to the food they are applied. 
to. A chemical with toxic properties, acute or chronic, can make no 
such contribution. Toxic propensities often cannot be known without 
exhaustive long-range toxicological studies. Perhaps this justifies the 
following statement of Dr. Paul B. Dunbar, Commissioner of the Food 
and Drug Administration: “I feel that no new chemical or no chemical 
that is subject to any question as to safety should be employed until its 
possible injurious effect, both on an acute and on a long-time chronic 
basis, has been shown to be nonexistent. In other words, any chemical 
that is proposed for use ought to be proved in advance of distribution 


* Footnote 3, at p. 156. 54 FOOD DRUG COSMETIC LAW 
QUARTERLY 86 (1949). 
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in a food product to be utterly and completely without the possibility 


of human injury.” ® 
What About Pesticides? 

With respect to pesticides, however, such a burden cannot be 
justified. Dr. Dunbar subsequently indicated that he meant his state 
ment to cover pesticides. It may be doubted that he had pesticides in 
mind when he formulated the statement, but this remains a matter of 
opinion. Complete security in this area is a dream which awaits the 
millennium. Pesticides are not-chemical additives in any true sense. 
They are chemicals, predominantly of a poisonous character, used to 
protect plants and animals from insects and other pests. The inclusion 
of pesticidal residues in consumer food results from unsuccessful re 
moval rather than voluntary addition. Their presence in consumer 
food is contamination from a necessary activity in the production of 
food which is distinctly separate from the processing of the food once 


grown. 


Naturalists on Need for Toxic Pesticides 

There is general recognition of the necessity for the use of tox 
pesticides. Too, there is general acceptance of the fact that some toxic 
residue will find its way into consumer food, There is, however, a 
natural rebellion against this state of affairs, which stems in part from 
a failure to appreciate the extent of the necessity which we face. Those 
failing to appreciate fully the necessity are prone to call for a standard 
of statutory control impossible of attainment. The comments of em 
nent naturalists apply with force. 


The struggle between man and insects began long before the dawn of civiliza- 
tion, has continued without cessation to the present time, and will continue, n 
doubt, as long as the human race endures. It is due to the fact that both men and 
certain insect species constantly want the same things at the same time. Its 
intensity is owing to the vital importance to both, of the things they struggle for, 
and its long continuance is due to the fact that the contestants are so equally 
matched. We commonly think of ourselves as the lords and conquerors of nature, 
but insects had thoroughly mastered the world and taken full possession of it long 
before man began the attempt. They had, consequently, all the advantage of a 
possession of the field when the contest began, and they have disputed every 
step of our invasion of their original domain so persistently and so successfully 
that we can even yet scarcely flatter ourselves that we have gained any very im- 
portant advantage over them. Here and there a truce has been declared, a treat 

made, and even a partnership established, advantageous to both parties of the 
contract—as with the bees and silkworms, for example; but wherever their inter 





* Footnote 3, at p. 36 
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ests and ours are diametrically opposed, the war still goes on and neither side can 
claim a final victory. If they want our crops, they still help themselves to them. 
If they wish the blood of our domestic animals, they pump it out of the veins 
of our cattle and our horses at their leisure and under our very eyes. If they 
choose to take up their abode with us, we cannot wholly keep them out of the 
houses we live in. We cannot even protect our very persons from their annoying 
and pestiferous attacks, and since the world began, we have never yet exter 
minated—we probably never shall exterminate—so much as a single insect species 
They have in fact, inflicted upon us for ages the most serious evils without our 
even knowing it.’ 

It is difhcult to understand the long-time comparative indifference of the 


human species to the insect danger. ... Men and nations have always struggled 
among themselves. But there is a war, not among human beings, but between 
all humanity and certain forces that are arrayed against it. Man. has subdued 


or turned to his own use nearly all kinds of living creatures. There are still 
remaining, however, the bacteria and protozoa that cause disease and the enor 
mous forces of injurious insects which attack him from every point and which 
constitute today his greatest rivals in the control of nature lf human beings 
are to continue to exist, they must first gain mastery over insects Insects in 
this country continually nullify the labor of one million men. Insects are better 
equipped to occupy the earth than are humans, having been on the earth for 
fifty million years, while the human race is but five hundred thousand years old.* 

To anyone who has never experienced or witnessed any great 
injury by insects these statements may sound extreme. They do not 
harmonize with our magical belief in science. In the protection of our 
ideals we recognize that our methods are primitive. In the protection 
of our physical selves we feel we have a better answer. The answers 
of science are limited, however, and any statutory control of pesticides 


must recognize that limitation. 


Advance of the Mormon Cricket 


| have witnessed what insects can do. As a boy | lived in a small 
rural community in Idaho. Ever since the settlement of the Rocky 
Mountain area, the mormon cricket has periodically overwhelmed the 
agrarians of that region. From native breeding grounds in the hills, 
these crickets migrate into the arable land of the valleys. They eat 
field and garden crops, small fruits, legumes and especially the young 
heads of grain. A serious outbreak of these pests in the Great Salt 
Lake basin in 1848 was terminated so spectacularly by great flocks of 


gulls that the grateful settlers erected a monument in commemoration. 





7 Forbes, The Insect, the Farmer, the * Howard, The War Against the Insects; 
Teacher, the Citizen, and the State: See, See, Metcalf and Flint, work cited at foot- 
Metcalf and Flint, Destructive and Useful note 7 
Insects 1 (2d Ed., 1939) 
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In 1937, a black horde of these inch-long insects descended upon 


my community. They traveled in a band covering about one square 
mile of area with from one hundred to four hundred insects per square 
foot. They moved about a mile a day, eating almost everything in their 
path with a seemingly insatiable appetite. The highways were posted 
with caution signs because the asphalt was like a ribbon of grease from 
the crushed bodies of the crickets. Federal, state and industry entom- 
ologists gathered to help farmers fight the invaders. Every known 
means was used. Artificial barriers and traps were erected in the path 
of the insects. Oil was put in streams to impede their crossing. Tons 
of the most effective chemicals known were applied. The insects con- 
tinued their devastating forage while entomologists scratched their 
heads helplessly, for science had no answer here. Needless to say, 
there was no poisonous-residue problem on food from that area. 

The usual insect which the entomologist fights is not as spectacu 
lar as the mormon cricket. The more serious insect pests are those 
that feed on a particular plant. Man upsets the balance of nature by 
planting huge fields in one crop, thereby providing a feast on a platter 
for the insect liking that particular food. Year after vear we battle 
with them to bring the crop to maturity. The problem of entomology 
is one of the most difficult found in all of the applied sciences. Even so, 
the most common public conception of an entomologist is of a little 
man with flat chest, horned-rim glasses, curved stem pipe, and insect 


net, chasing through the fields after a butterfly. 


Codling Moth Saga 

The need for poisonous chemicals in the fight against the insect 
is a dynamic one. The problem is not one where, having found a chem- 
ical which gives an effective control, we can rest content on our laurels. 
There must be a continuing program of discovery of effective new 
chemicals. A brief history of the control of the codling moth, the larvae 
of which is the common apple worm, will provide a typical illustration. 

The use of arsenate of lead for apple-worm control began around 
the turn of the century. One or two sprays would give an effective 
check on the apple worm. As time went on, the insects, with their 
amazing capacity for adapting to environmental conditions, developed 
resistance to the control chemical. More and more spray applications 


were needed. 
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During the twenties a public scare developed over the residues of 


lead and arsenic that remained on food. Tolerances were set by the 
Department of Agriculture. The lowest tolerance issued was in 1932. 
I can rerhember once-proud Idaho orchards being pulled out by the 
roots because farmers could not meet the tolerances. Later, Public 
Health Service studies showed these tolerances to be much too restric- 
tive. Prior to World War II, the orchards in the northwest were white 
from the application of a dozen sprays in a single season. By that time 


the pest was very resistant to the spray used. 


DDT—Popularized Panacea 

The war brought the development of DDT, the popularized pana 
cea for the insect problem. It is now the subject of medical concern. 
DDT was a wonderful control for the codling moth. One application 
gave an effective check. However, serious complications arose—DDT 
killed the mite destroyer, the natural predator of the red spider mite 
but did not, however, kill the red spider. The spider mites attacked 
the leaves of the fruit trees. No longer held in check by their natural 
enemies, the mites increased in great numbers, promising to be a greater 
problem than the codling moth ever was. So goes the fight against the 
insect. 

What then is our position with respect to statutory control of 
pesticides? A food may be rendered harmful in the process of saving 
it from destruction. If so, the end result may be a negative one. State- 
ments to the effect that 1f any regulation is imposed the insects will 
leave no food for consumption, are as extreme as those which assert 
that we are committing mass suicide by the ingestion of pesticidal resi- 
dues. The entomologists, the farmers and the pesticide industry would 
welcome a unified, workable regulation that is in accord with the real- 
ities of the situation. 

Insecticide Act Provisions 

Pesticides are now subject to the Federal Insecticide, Fungicide, 
and Rodenticide Act,® administered by the Secretary of Agriculture. 
He has delegated authority for administration and enforcement to the 
Director of the Livestock Branch, Production and Marketing Admin 
istration, United States Department of Agriculture. 





* Public Law 104, 80th Congress, 7 USC 
Sections 135ff. Approved June 25, 1947. 
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The insecticide act is similar-in several respects to the drug chapter 


of the food and drug Act. False and misleading labeling results in for- 
bidden misbranding. The label must bear directions for use when 
public necessity requires it. Adequate warnings and safeguards must 
exist to protect users from injury. Exemption is made for the ship 
ment of poisons for investigational use. Guarantee provisions protect 
from penalty those who buy and resell in unchanged form. As with 
new drugs, pesticides must be registered. 

The insecticide act is not, however, directed at the danger from 
pesticidal residues. Regulations under this act state, “. . . the purpose 
of the act and the regulations in requiring proper registration and 
labeling of the regulated substances is to protect the purchaser or user 
of such substances.” '® It is primarily designed to protect farmers, 
home gardeners and commercial applicators from acute poisoning and 


from economic cheat. 


Existing public protection from excessive adulteration of food by 
pesticidal residues lies appropriately in the Federal Food, Drug, and 
Cosmetic Act. The statute authorizes the setting of tolerances.’ 
Limits may be put upon the amount of poison allowable in food. These 
limits are to be held to levels which will protect the public health 


lf the tolerance provisions actually worked in practice the public 
would be adequately protected. This is so because the health hazard 
is not one of acute poisoning from pesticidal residues but chronic pois 
oning, resulting from the slow building up of poison in the body from 


the continuous ingestion of minute amounts over a long period of time 


Real Toxicological Question 


A real toxicological problem is presented, but the toxicological 
question is not whether a chemical is poisonous or whether it remains 
on the food; it is how much remains, how much is consumed and how 
much the human body can deal with. The propensity of many of the 
pesticides for chgonic poisoning is largely in the realm of the unknown. 
Though we have fifty years of experience with lead arsenate we have 
only recently acquired comprehensive knowledge of the effect on the 
public of its widespread use. Because of this dearth of necessary tox 


icological information, the tolerance provisions are found wanting. 





1! Section 406 (a). 


” 7 CFR Section 162.100 (1949 Ed.). 
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How are we to develop the needed information’ A very important 
consideration here is the shortage of facilities and trained personnel. 
The complicated nature and scope of the task involved is shown by 
the procedures outlined by scientists of the Food and Drug Adminis 
tration.** 

In spite of its importance, toxicology 1s said to be one of the weak 
est branches of modern science, and education in the field 1s on a 
very limited scale.** With mobilization demands upon manpower, 
especially the technically skilled segment, this situation is not likely 
to improve for several years. Legislative burdens should be considered 


in the light of this limitation. 


Begin with Industry? 


Many propose a statutory control similar to the new-drug section 
This would place the burden upon the pesticide manufacturer to prove 
the safety of a pesticide before introducing it into commerce. In admin 
istering the new-drug section, a new drug is considered safe if its bene 
ficial aspects outweigh its propensity for harm. Here the determination 
is relatively easy. It concerns the effect of specified dosages over a 
determinate period of time. 

With pesticides, however, the determination of this question ts 
sufficient to baffle the most experienced and sagacious investigator or 
protector of the public welfare. Yet the question remains and some 
effort should be made toward answering it. Perhaps the beginning 


should he with industry Statutory demands should be modest, however. 


Part of that demand might properly be the supply of data on 
methods of qualitative and quantitative analysis of residues. The 
removal of toxic pesticidal residues is an essential function in supply 
ing healthful food to consumers. It is a function that falls to the food 
processor and is a responsibility from which he cannot be relieved. 


this function, however, are methods for determining the 


Essential t 
kind and amount of residue present on the marketed raw food. It 
would seem that this knowledge could best originate from those who 


develop the chemical for use. The failure to produce such methods 


2% Lehman, Laug, Woodard, Draize, Fitz- Foods,’’ 4 FOOD DRUG COSMETIC LAW 
hugh and Nelson, ‘Procedures for the QUARTERLY 412 (1949). 
Appraisal of the Toxicity of Chemicals in '8 Footnote 3, at p. 741 
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should not be grounds for refusing registration. Rather, the criterion 
should be whether or not the ways open to science for the determina- 
tion of such methods have been reasonably exhausted. 


Require Minimal Tests 


In the absence of positive proof that no toxic residue remains on 
the raw food at harvest time, limited toxicological studies could be 
required. These studies should be minimal, consisting of no more than 
simple, standardized rat-feeding studies. Such studies will not estab- 
lish a chemical as safe for use—only a rough estimate of the probable 
effect on man will be afforded. Nonetheless, the Administrator will be 
able to make a decision on concrete data. 

If the pesticidal chemical produces extreme effects on the experi- 
mental animal, registration can be refused pending more favorable 
tests on other animals. If the studies create a substantial doubt as to 
safety, the chemical can be given a limited registration. Its use can 
be restricted to certain geographical regions, or to certain crops, or 
exclusive of certain crops, and so on. This will restrict its incidence in 
the food stream pending more comprehensive information. In no case 
at this stage is there room for the 100-fold margin of safety generally 
considered to be the desirable objective. 

Until a chemical is admitted to commerce and has found its place 
among pesticides, the extent of its usefulness will not be known. Nor 
will the extent of its incidence in consumer food be known until the 
product has been in commerce for a considerable time. A final deter- 
mination of the “safety” of a chemical cannot be made until this 
experience is gained. Furthermore, any greater burden would be an 
unjustifiable waste of effort. Of the great number of chemicals on 
which scientific development is undertaken, only a small percentage 
reach the field. Of those that do, only a few become established. Most 
fail because of environmental conditions and misuse by average 
farmers. 

Don't Deprive Agriculture 

Pesticides currently in use should be exempted from amendatory 
provisions. Otherwise agriculture will be deprived of necessary and 
useful chemicals for an indefinite period. There are more than twenty 
thousand pesticides now registered with the Department of Agricul- 
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ture. They include less than two hundred basic chemicals. The chronic 
poisoning properties of many of these are unknown. Some are under 
serious suspicion. Their continued use involves the same calculated 
risk that is inherent in the admission to commerce of a new pesticide 
on incomplete data. The risk is not alarming if we remember that the 
task is not yet complete. It should be remembered that we are dealing 
with the possibility of slow accumulations in the body of minute quan- 
tities of poison. Where this occurs at dangerous levels, the use of the 
accumulating poison should be stopped or curtailed. If this is done 
the risk involved is substantially nullified. 


‘Collective Interest’’ Means ‘Collective Effort’’ 


The question remains as to where the necessary additional infor 
matton is to come from. To be consistent with the philosophy of the 
new-drug section of the Act, the burden would have to be on the indus 
try supported by the sale of the pesticide. Yet profit remains the major 
incentive to industry. It would be difficult to impose this burden effec- 
tively if it is true that pesticides must be allowed in commerce before 
the accumulation of the necessary data is complete. Even if the entire 
burden could be imposed on industry it does not appear that the inter 
est of consumers cquld best be effectuated in that manner. 

The pesticide industry is geared for controlling our natural ene 
mies. Pesticidal residues do not result because that industry has 
shirked a responsibility. The hazard is a condition of the world in 
which we live. Any effort expended in the reduction of this hazard 
will reflect itself in the cost of a meal. The collective interest-calls for 
collective effort. This can best be carried out by establishing adequate 
facilities within an appropriate public agency. The progressive devel 
opment of toxicological information on the basic pesticidal chemicals 
would thereby be insured and the cost minimized. 


The Bureau of Entomology and Plant Quarantine, at public 
expense, is vigorously engaged, along with state agencies and industry, 
in the endeavor to discover new and etfective chemicals for use in the 
fight against the insects and other pests. It is fitting and proper that 
the Food and Drug Administration, another public agency, enter the 
ranks of this same force. It can do so in a most appropriate manner 


by following through on a pesticide after its use has been instigated. 
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Congress will have to provide funds for the appropriate expansion 
es 


of this excellent agency. 

Finally, the amendatory provisions should provide for the cancella- 
tion of registrations. Should positive evidence of danger from chronic 
poisoning appear, the offending chemical could then be outlawed from 
commerce or restricted in its use. The evidence would also be available 


for the establishment of tolerances. 


Calls for Wisdom 


Decisions on the application for, and the cancellation of, the reg 
istration of a pesticide must necessarily be made by the Administrator. 
Several recommendations have been made respecting an advisory coun 
cil to help in these decisions.’* These recommendations should be 


exploited with the agricultural interests being given substantial repre 


sentation. While the basic problem is one of public health, it is also 
one of agriculture. 

Both factors are inescapably and inseparably involved in the de 
termination of the point where the harmful qualities of a pesticide out 


weigh its beneficial qualities. The decisions will call for the progressive 


exhibition of human wisdom, taking into account all observable factors 


Bal 


relevant to the struggle of producing food in quantity in a condition 


[The End] 


which it may safely be consumed. 





Rights and Duties 


“In the exercise of his rights and freedoms, everyone sha 
be subject only to such [imitations as are determined by law 
solely for the purpose of securing due recognition and respect 
for the rights and freedoms of others and of meeting the just 
requiréments of morality, public order, and the general welfare 
in a democratic society.”—Universal Declaration of Human 
Rights, adopted December 10, 1948, by the United Nations 


General Assembly. 





'* Footnote 3, at pp. 342, 425, 662, 754, 758 
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Legal Aspects of — 


Intrastate Trade Barriers 


By GEORGE B. POWERS 


Ordinances Passed for the Avowed Purpose of Maintaining Monopolies 
for Local Businesses Are Trade Barriers, and So Violate the Fourteenth 
Amendment—One of Several Conclusions Reached by the Author 





ISCRIMINATORY REGULATION of the sale of merchandis« 

in competitive fields by city ordinances or state laws has long 

been a fertile field of litigation. From earliest times we find 
cities competing against each other, and merchants in one city competing 
against merchants in other cities—and, consequently, we find cities 
and communities attempting to maintain a monopoly on behalf of the 
business of local merchants by passing laws which constitute trade 
barriers, for the avowed purpose of keeping outside businesses from 
competing in the local market. 

This was early recognized in American history, for our union was 
composed of a group of states which, until the formation of our govern 
ment. had been entirely independent. It became apparent that the 
federal government was compelled to enact interstate laws to protect 
merchants who wanted to compete on a nationwide basis. This, how 


ever, left the intrastate control in the hands of the individual states 


Fourteenth Amendment Violations 

In every state, litigation involving the validity of such ordinances has 
been common. Kansas is no exception to the rule. The first Kansas case 
involved a city ordinance enacted by a small city to prevent a bakery in a 
larger city from selling its products in their town (/n Re /rish, 122 Kan 
33,250 Pac. 1056 (1926)). In order to keep outsiders from competing, 
the ordinance required all nonresidents to pay a $150-per-year license 
fee, while there was no license fee required of the local merchant. The 
Supreme Court of the State of Kansas held that this city ordinance 
violated the Fourteenth Amendment to the Constitution of the United 


States, which required that the laws “shall not deny to any person the 
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equal protection of the laws.” The Supreme Court held: “No greatet 


burdens should be laid upon one than are laid upon the others in the 


same calling and under the same conditions.” 


\ short time later, in 1931, a situation arose in which two towns 
of nearly equal size, but in close proximity to each other, became em 
broiled in a fight to protect their own local merchants (Hair v. The 
City of Humboldt, 133 Kan. 67, 299 Pac. 268 (1931)). Again the sale of 
bakery goods was involved. They attempted to evade the first decision 
mentioned above by charging hometown merchants a license fee of $10 
and out of town merchants “not owning a fixed place of business within 
the city” a license fee of $150. 

Again the Supreme Court held this was a direct violation of thi 
Fourteenth Amendment to the Constitution—that the attempted class 
ification was not a reasonable one, and the ordinance was unconstitu 


tional. 


City of Atchison v. Beckenstein 


This was followed in 1936 by another case involving a little dif 
ferent situation (City of Atchison v. Beckenstein, 143 Kan. 440, 54 Pa 
(2d) 926 (1936)). In this case, dry cleaners from a larger city had 
gone into a smaller city nearby, and were taking the clothes into the 


ig city for cleaning and returning them to the people in the smaller 
town. The smaller town then passed a city ordinance requiring each 
merchant, local and foreign, to pay the same license fee. However, other 
regulatory provisions were aimed at the nonresident dry cleaners. One 
provision prohibited the removal of clothes from the smaller city until 
a bond was filed with the clerk, guaranteeing the return of the met 


chandise. Another required the out-of-town merchant to file a detailed 
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list each day of the property removed from the city, and also required 
that the merchandise be returned within a specific time. 


The Supreme Court held the ordinance void, stating : 


The vice in this ordinance is in its regulatory provisions. It discriminates in 
the requirement of a surety company bond, the returning of wearing apparel 
within a specified time, and the supplying of lengthy data and reports. None 
of these requirements are made of local businesses. The discrimination as to the 
particular classification of business is based upon no real and substantial distinc- 
tion. The classification as based is not a reasonable, but an arbitrary one. It is 


based solelv on location 


McCulley v. City of Wichita 

This was followed by another case wherein the City of Wichita, 
Kansas, under the old blue sky laws passed an ordinance by which the 
city obviously attempted to prevent certain grocery and food stores 
from remaining open in the evening and on Sundays (McCulley v. City 
of Wichita, 151 Kan. 214, 98 Pac. (2d) 192 (1940)). In so doing, an 
ordinance was enacted prohibiting the selling of certain foods at times 
when they could not be inspected, and fixing the times of inspection 
so as to exclude evenings (except Saturday until 9 p.m.) and Sunday. 
The court held that the ordinance was void: 

While municipalities have authority to enact ordinances to safeguard and 
protect the public health, discriminations as to the particular classifications of 
food or business affected by such amendments must be based upon real and sub 
tantial distinctions and not upon fictictous distinctions which have no reasonable rela- 
tion or substantial relation to public health or general welfare of the inhabitants 
(Italics supplied.) 

In summarizing the four cases decided in Kansas upon this ques- 
tion, we find: (a) you cannot pass an ordinance taxing out-of-town 
merchants and not taxing local merchants; (b) you cannot pass an 
ordinance taxing out-of-town merchants for a greater sum than local 
merchants; and (c) you cannot tax out-of-town and local merchants 
the same amount, but then insert unfair regulatory provisions in the 
law. 

Unfair Regulations of Milk Sale 

To this point we have not mentioned the ordinances covering the 
sale and distribution of milk. Throughout the United States this seems 
to have been a particular target for unfair and unlawful regulatory 
provisions. To cover the situation briefly, we might first state that the 
Public Health Bulletin No. 220, entitled Mi/k Ordinance and Code Rec- 
ommended by the United States Public Health Service (hereinafter to be 
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called the “Standard Ordinance’’) suggests for all municipal milk codes 
what is known as Section 11, which provides: 


Milk and milk products from points beyond the limits of routine inspection of 
the city of X may not be sold in the city of X, or its police jurisdiction, unless 
produced and/or pasteurized under provisions equivalent to the requirements of 
this ordinance; provided that the health officer shall satisfy himself that the health 
officer having jurisdiction over the production and processing is properly enforc- 
ing such provisions. 

This is followed by a suggestion as to the manner of enforcement 
and the intent of the section. It is sufficiently important that it should 
be set out in full: 


This section is intended to permit the health officer to bar milk and milk 
products shipped in from -great distances unless he can assure himself that they 
meet the provisions of the ordinance. Under no conditions should the health 
officer authorize the receipt of such shipments if arrangements cannot be made for 
supervision, unless an emergency exists, in which case permission should be given 
for its receipt, provided it is labeled “ungraded milk” when distributed. 

It is suggested that the health officer approve milk or milk products from 
distant points without his inspection if they are produced and processed under 
regulations equivalent to those of this ordinance, and if the milk or milk products 
have been awarded by the state control agency a rating of 90 percent or more 
on the basis of the Public Health Service rating method. 

Cities have not been content to follow this suggested ordinance, 
however, and have for years been attempting to circumvent this pro- 
vision by a change in their ordinances obviously designed solely for 
the purpose of keeping all outside milk from being sold within the trade 
territory of their local merchants. The decisions are long and varied, 
but it is sufficient to state that the attempts to pass these ordinances 
can be catalogued under three heads, and can be briefly discussed under 
such headings. 

(1) Ordinances Attempting to Regulate Intrastate Sale of Milk 
by Territorial Limitations Upon Production and Processing of Milk.— 
This is usually done by an ordinance of which the following is illustra- 
tive: “Milk or,milk products may not be sold in the city of X unless 
produced and pasteurized within ten (10) miles of the city limits of the 
city of X.” 

The health officers in the cities have attempted to maintain this as 
a proper police regulation on the ground that they cannot inspect pro- 
ducers, pasteurizers or distributers beyond that limit. 

Without exception, every ordinance of this type which has reached 
the highest appellate courts of our states or the United States has been 
held unconstitutional. Not one single decision sustains such an ordi- 
nance (except in lower courts—and in every instance such cases have 
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been reversed by the appellate courts where, of course, local influence 
is not controlling). Some of the states which have stricken down such 
ordinances are New York, California, Georgia, Texas, Wisconsin and 
Illinois. In Kansas we have, to date, only the decision of the District 
Court at Newton, Kansas, rendered in 1950 (Hyde Park Dairies v. City 
of Newton, DC Kan., Harvey County, Kansas). These cases have uni- 
formly held such laws are not in the protection of public health, and 
unlawfully discriminate in favor of those with pasteurizing plants or 
businesses located within the city or county which they were attempt- 
ing to protect; and that, therefore, they were unreasonable, unfair and 
a denial of the equal protection guaranteed by the state and federal 
constitutions—thus void. 

The following quotation from one recent case states clearly and 
adequately the basis of all the decisions: 

On the other hand, human dignity and individual freedom demand that the 
one engaged in a lawful business injurious to no one must not be arbitrarily pre- 
vented from the legitimate prosecution of his business by city ordinances which 
set up trade barriers solely for the purpose of protecting a resident against proper 
competition. If free enterprise is to mean more than mere words, it must not 
become the victim of arbitrary and discriminatory legislation. 

We have presented above a brief glimpse of the tremendous importance of 
the question this court is called upon to decide. Where shall the line marking the 
limit to which legislation to protect the public health may encroach upon freedom 
of the individual to engage in competitive and legitimate business be drawn? 
Our decision here will constitute a precedent, a yardstick by which future similar 
questions must be decided. If this city is held by this court to be justified in 
restricting the trade in milk as is here done, it would constitute a precedent 
requiring a holding by this court tomorrow that all other cities could lawfully, 
upon the theory of protecting the public health, exclude foods such as syrup and 
pickles produced in... [specified city] from the markets in other cities unless 
they were processed in a plant situated within the county in which such cities are 
located. The most destructive enemy to free enterprise and individual liberty 
comes dressed in attractive garments, and is covered with a sugar coating in order 
that the victim will accept it unaware of its future destruction of his own freedom. 

It is commendable in a community to support local enterprise, but this must 
be done in free and open competition without aid from arbitrary and discrimina- 
tory legislation. (Moultrie Milk Shed, Inc. v. City of Cairo, Georgia, 57 S.E. (2d) 
199 (1950). 


(2) Prohibiting Local Sale of Milk Produced or Pasteurized “Be- 
yond Limits of Routine Inspection.”—This classification is always fol- 
lowed by the city’s determination that out-of-town competitive 
companies are “beyond the limits of routine inspection.” 

Again, every case decided in the United States, to date, has held 
that such ordinances are void and discriminatory. These cases all 
developed after the decisions holding the first classification above 
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named, void, and the “Class (2) Ordinances” were obviously an attempt 
to circumvent the decisions of the various states under (1) above. In 
other words, the thinking was, “Well, if we can’t pass an ordinance 
with discriminatory territorial limits, we will pass one that sounds 
better but means the same thing.” 

Numerous decisions have come down from the supreme courts 
of various states, all holding that such ordinances are void, and that 
this requirement “constituted an impassable barrier to anyone desiring 
to sell milk within the city of X, regardless of the standard of quality 


of the product... . Lack of means of supervision alone was not a sufh- 
cient basis for excluding the milk products of the plaintiff or refusing a 
license ... . When the conditions outlined (Standard Ordinance pro 


visions) had been met by the plaintiff, it was the duty of the defendants 
(the city) to issue to the plaintiff a license, and the action of the defend- 
ants in refusing to do so was arbitrary.” 

(3) Excessive Fees.—Having failed in their first two series of 
attempts to stop competition in the sale of milk, various cities turned 
to another theory with which they hoped to accomplish the same 
result. Various cities in the State of Kansas are now active in this 
particular field. In these cases, they agree to give the applicant from 
out of the city a license, provided, of course, that he pays fees, the 
theory of which is to pay for the cost of inspection and supervision. 
Actually, the cities have no such idea in mind at all. Their real pur 
pose is to pass laws making the fees so excessive that an out-of-town 
business cannot possibly compete. They charge a fee for each cow 
owned by each producer, and then charge a stated amount of money 
“for each 100 Ibs. of milk received at their dock.” Therefore, a small 
town in which a relatively small amount of milk will be sold, gets an 
overriding royalty on all the milk received at the company’s plant in 
the adjoining city, even though the milk which they tax is never sold 
within the city passing the ordinance. In one locality the same health 
officer would be examining the same dairies and the same cows for four 
cities, each city paying the full cost—a cost prohibitive to the dairy 
desiring licenses in each city. 

In a case in Texas holding this invalid, the city figured that the 
total amount of tax paid when applied to the milk sold within their 
own jurisdiction would amount to sixty-five cents per quart, a rather 
ridiculous situation. Cases have been recently decided on this point 
in Illinois, Arkansas and Texas, all holding the ordinances void, and 
there has been no decision to the contrary. This represents the latest 
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attempt by cities to prohibit competitive sales by unfair ordinances. It 
will fail, just as the other devices have failed. 


Opinions Reached 

In conclusion, I think, from the cases decided, we can arrive at 
some rather positive opinions. Briefly, they are as follows: 

(1) Milk ordinances passed for the purpose of protecting public 
health in line with the United States Public Health Code “Standard 
Ordinance” will be approved. 

(2) Arbitrary refusal to allow interchange of milk inspected and 
passed by one city under a Standard Ordinance will not be approved 
by the courts. 

(3) A city has the right to investigate another area to determine 
whether or not it is properly operating under a standard code before 
allowing free intrastate flow of milk or other products. 

(4) Eventually, some independent organization or official should 
rate all areas, and the various cities and counties would then be com- 
pelled to rely on that rating in determining whether or not the other 
communities are complying with the Standard Ordinance and to check 
the percentage rating made by the independent source. 

(5) If the locality has a ninety per cent rating under a Standard 
Ordinance, there should be a free interchange of milk and a right to 
sell the same in any area. Discriminatory intrastate control and limita- 
tions, with city ordinances based upon geographical limitations, have 
been and will continue to be disapproved in all states. 

(6) Limitations based upon excessive fees have been disapproved 
in every reported case to date, and it is reasonable to expect that all 
decisions will continue to follow this pattern. 

(7) Until such time as the local authorities can agree upon some 
one agency or person to make state-wide inspections, and until such 
time as the local authorities will accept the percentage rating made by 
such authority, we are going to continue to have trouble, for it is asking 
too much to expect the local authorities to travel all over the state, 
inspecting different dairies, producers and pasteurizers. 

(7) Ordinances which are passed for the avowed purpose of stop- 
ping competition constitute trade barriers and as such are violative of 
the Fourteenth Amendment of the Constitution of the United States 


and also of the state constitutions. Such ordinances are void and of no 


force and effect. [The End] 
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The Drug Manufacturer's Duties 








Manufacturers and Distributors of Medicinal Preparations for Animals Have 
the Responsibility of Seeing to It that Their Formulas and Labeling Mate- 


rials Conform with the Provisions of the Food, Drug, and Cosmetic Act 








N THIS ARTICLE I will attempt to limit my remarks to the 
responsibilities of drug manufacturers and distributors under the 
provisions of the Act. I am sure there is a realization that the 
Federal Food, Drug, and Cosmetic Act places the responsibility for 
complying with its provisions squarely on the manufacturer, distributor 
and shipper. While this should be common knowledge to all manu- 
facturers and distributors of drugs, the Food and Drug Administration, 
which is charged with the enforcement of the Act, continually receives 
requests to approve or register formulas and labels for veterinary 


medicinal preparations. 


No Approving Provision in Act 

The Act contains no provision for approving or registering any 
drug formula or labeling. The Administration believes that by offer- 
ing informal comment on proposed labeling, when requested to do so, 
it can be of material assistance to manufacturers in meeting the require- 
ments of the law, and thus aid in effecting the purpose of the Act to 
protect purchasers or consumers, It cannot, however, assume or share 
the manufacturer’s responsibility. 

To be in a position to comment intelligently on any labeling we 
must have before us the complete quantitative formula, including a 
breakdown showing the amount of each ingredient individual animals 
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will receive daily from the dosage recommended in the proposed 
labeling. Most persons who believe that they have discovered a 
formula for the prevention or treatment of some specific disease con- 
dition of animals fail to provide this important information when 


requesting comments on proposed labeling. 


Manufacturers at Fault 

Even with formulas based on well-known drug ingredients which 
we receive from time to time it is difficult for us to obtain this informa- 
tion from manufacturers or distributors who have requested comment 
on proposed labeling. As a matter of fact, some manufacturers have 
admitted that they do not know how to determine this information 
from bulk formulas recommended to be mixed with feeds or drinking 
water for Various species of animals. 

Obviously, such a manufacturer or distributor is not qualified to 
market drugs and the Administration, charged with the enforcement 
of the Act, is in no position to assume responsibility by suggesting 
changes in the formulas to provide for therapeutic doses of the ingredients 
under the directions for use. 

The Federal Insecticide, Fungicide and Rodenticide Act, which is 
enforced by the Insecticide Division, Production and Marketing Ad- 
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ministration of the United States Department of Agriculture, does 
provide for registration of formulas and labels of insecticides and cer 
tain other types of products covered by that act. 


Provides for Antibiotic Gertification 


The Federal Food, Drug, and Cosmetic Act provides for cer 
tification of certain specific antibiotics, coal-tar colors, and drugs con 
taining insulin. Certification, however, is not the same as registration 
per se. Before the antibiotics named by the Act can be certified, their 
labelings must be satisfactory and passed by the medical staff. All 
coal-tar colors used for coloring foods, drugs and cosmetics must be 
from batches certified by the Administration as provided for by the Act. 


Drugs containing insulin may be used by practicing veterinarians 
in the treatment of diabetes of dogs and cats but as far as we know they 


serve no useful purpose for livestock or poultry. 


Administration Comes to Aid 


We are all aware of the tremendous amount of research done 
within the past few years in developing new drugs for man and other 
animals. Newer and better drugs are being discovered and probably 
will continue to be discovered. The Act defines a new drug, and the 
regulations explain under what conditions a drug may be a new drug 
It is important for all drug manufacturers and distributors to give care 
ful consideration to Section 201(p) of the Act and the regulation there 
under since it is entirely the responsibility of the manufacturer or 
distributor to decide whether the particular drug or combination of 
drugs in which he may be interested comes under this definition. In 
case the manufacturer is unable to reach a decision and is willing to 
furnish us the complete formula including a copy of his proppsed label, 
we will be glad to express an opinion as to whether or not the prepara 
tion is, in fact, a new drug as defined by the Act. 


A new drug cannot be shipped legally in interstate commerce 
until a new-drug application with respect to it becomes effective as 
provided for by the Act. Unfortunately, some manufacturers and dis 
tributors of drugs have the erroneous belief that if a new-drug applica- 
tion filed by one manufacturer is made effective for a particular drug, 
others who wish to manufacture the same drug do not need to obtain 
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an effective new-drug application. There is nothing in the Act which 
justifies this belief. It is the responsibility of each manufacturer or 
distributor to obtain an effective new-drug application for his own 


product if it is a new drug by statutory definition. 


Import of Experimental Data 


In our consideration of a new-drug applicatior we are concerned 
primarily with the experimental data to show whether or not the 
ingredients, individually and in the final combination, are safe when 
used as the labeling directs. Please note the phrase “when used as the 
labeling directs,” since this is important in our consideration not only 
of the safety of the drug to the animal but of the safety of the treated 
animal for human consumption. 


We are also definitely concerned with the methods used in the 
manufacture, processing and packing of the drug and the facilities and 
controls used for this purpose. This has an important bearing on the 
safety of the drug when used as directed and, together with the experi 
mental evidence showing the safety of the drug, must be given careful 
consideration. 


If all the information furnished by the manufacturer or distributor 
convinces us that the drug is safe when used as directed in its labeling, 
we must make the application effective even though we may not be 
convinced that the therapeutic representations made in the labeling are 
justified. 


Manufacturers’ Exclusive Responsibility 


The manufacturer or distributor of the drug must assume exclusive 
responsibility under the law from the standpoint of misbranding, not- 
withstanding the fact that the application became effective from the 
standpoint of safety. Take for example, the manufacturer who obtained 
an effective new-drug application for a certain drug whose label repre- 
sented it, among other things, as a preventive and treatment of the 
disease known as blackhead of turkeys. In permitting the application 
to become effective we pointed out that the experimental data accom 
panying the application did not, in our opinion, justify any recommenda- 
tion for the product in the prevention and treatment of blackhead of 
turkeys. The manufacturer expressed appreciation that we permitted 
his application to become effective and at the same time informed the 
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Food and Drug Administration that he would assume all responsibili- 
ties for the therapeutic representations made in the labeling. 


In the enforcement of the Act we subsequently investigated the 
value of the product when used as directed for the prevention and 
treatment of blackhead of turkeys. Our investigations, employing 
adequately controlled tests, showed the product to be ineffective in the 
prevention or treatment of this disease condition. On the basis of 
these findings, seizure action was inaugurated against a sizeable inter- 
state shipment of the product. Having received from the court due 
notice of the seizure of this particular shipment, the manufacturer, 
through legal counsel, denied the allegations in the libel and asked for 
a jury trial. The court has therefore set the case for trial during the 
June, 1951 term of court at Minneapolis, Minnesota. 


Case of High Toxicity 


In another instance, we permitted a new-drug application for a 
veterinary remedy to become effective even though the experimental 
data indicated that the product, when used as directed in its labeling, 
had a rather narrow margin between safety and toxicity. However, 
there was good cause to believe that the importance of its therapeutic 
value outweighed the possibility of its toxicity. Bear in mind that we 
were dealing with a new drug intended exclusively for animals. If a 
drug for human use had been involved, the decision would undoubtedly 
have been to deny the new-drug application. 

Following the marketing of this product ona wide scale, the manu- 
facturer received complaints from purchasers about death losses which 
they attributed to the use of the product. The manufacturer’s scientific 
staff promptly investigated the complaints. While the investigation 
did not disclose to the satisfaction of the manufacturer the exact reason 
for the reported death losses, it brought about his decision to remove 
the product from the market voluntarily. 


He also promptly informed the Food and Drug Administration 
of that decision and the reasons for making it. Some of the consumer 
complaints concerning this product were made directly to the Food 
and Drug Administration and were promptly investigated by our field 
offices. The investigations of our Division of Pharmacology showed 
that while the product could be safely used under carefully controlled 
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laboratory conditions, it was too close to the borderline of toxicity for 
safe use under practical conditions. Therefore we had no alternative 
but to notify the manufacturer of our decision to suspend effectiveness 
of his new-drug application. The manufacturer chose not to avail 
himself of the opportunity of a hearing as provided for by the Act and 
the effectiveness of the application was suspended. 


Promptness Brings Leniency 


His prompt action in notifying the Administration about the com- 
plaints and in voluntarily removing the product from the market to the 
satisfaction of the Administration carried considerable weight in our 
decision not to invoke harsher measures in the enforcement of the law 
in this instance. 


Requirements for Special Cases 


A manufacturer who has an effective new-drug application may 
wish to sell his product to distributors who in turn sell it under their 
own labels. Under such circumstances he may request that his effec- 
tive application be supplemented by submitting five copies of each 
distributor’s labeling material together with an explanation of the 
conditions under which the labeling is to be used. 

In case a new drug is to be shipped in bulk to a dealer for repackag- 
ing and relabeling, the dealer or distributor must also obtain an effec- 
tive new-drug application by furnishing information to show under 
what conditions he receives the drug from the manufacturer and under 
what conditions the product will be repackaged and labeled by him. 

The manufacturer of a drug for which a new-drug application 
has become effective may wish to have others manufacture the same 
drug under their own labeling. He may therefore authorize the Food 
and Drug Administration to consider all of his experimental data relat- 
ing to safety, in behalf of the new applicant in the fulfillment of Sec- 
tion 505(b)(1) of the Act. All other requirements of the Act for the 
submission of a complete new-drug application must be fulfilled in 
duplicate by each applicant. 

If any material change is made in formulation of the product, the 
original experimental data of safety may no longer be applicable to 
the drug and therefore unsatisfactory for fulfillment of Section 505(b) (1) 


of the Act. 
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FDA Procedure 


Occasionally a manufacturer will request us to notify him before 


we actually inaugurate any seizure actions against any of his products 
and he will gladly correct anything which we find objectionable. The 
Administration does not have authority to comply with such requests. 

In the case of a criminal prosecution, the manufacturer, distributor 
or shipper does receive a written notice providing opportunity for a 
hearing. The notice is accompanied by a charge sheet pointing out in 
what respects the law is alleged to have been violated. This gives the 
person receiving the notice an opportunity to present any information 
he may have showing cause why the case should not be referred to the 
Department of Justice for prosecution. The report of hearing in each 
case is carefully reviewed by the Administration before any final deci 
sion is reached. The Act also provides for injunction proceedings 
against the person or firm who persists in continued violations. 

The procedure to be used in the enforcement of the law, whether 
injunction, seizure of the goods or prosecution of the individual or firm, 
depends on the facts in each case. A primary consideration in every 
case is to employ the legal procedures best suited for effectively 
attaining the ultimate goal Congress had in mind when it enacted the 


statute, namely, the protection of the purchasing and consuming public. 


Adequate Labeling Requisite 


A careful review of all labeling directions is an important responsi 
bility of every manufacturer, distributor or shipper which should be 
strongly emphasized. Directions should be adequate for each specific 
purpose for which the article is recommended or represented, not only 
in its labeling but also through means other than labeling, such as 
advertising in farm papers and other periodicals, representations made 
by salesmen to dealers or purchasers and display material used by 
dealers. 

Our attention has recently been called to the use of placards bear- 
ing claims in bold type for increasing egg production with so-called 
tonic preparations and certain types of products that may stimulate 
the rate of growth of chickens to early maturity. Maximum egg pro- 


duction in any group of birds depends upon many factors, and we 
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know of no therapeutic agent or nutritional element that can be 
depended upon to take care of all those numerous factors. The collec- 
tion of sufficient evidence—which means anything from a scientific 
standpoint—that a product will increase egg production is time con- 
suming and very costly and we are sure that no manufacturer has 
developed satisfactory evidence to justify such claims. 

The same may be said about claims made for stimulating increased 
milk production in dairy cattle. It should be borne in mind that such 
a product may be misbranded further if its labeling fails to reveal facts 
which are material in the light of representations made for it. For 
example, the preparation may furnish important nutritional elements 
which are necessary for maximum egg production or maximum milk 
production but it may be misbranded if its labeling does not reveal the 
limitations of the article or other material facts which have a definite 


bearing on egg and milk production. 


Drug manufacturers and distributors should realize also that 
numerous court decisions support the Administration's view that direc- 
tions for use of a product cannot be adequate as required by the Act 
unless the labeling clearly states the purpose for which the product is 
to be used. If adequate directions cannot be prepared for the use of a 
product, and there have been quite a few of this kind on the market, 
itas obvious that production of the article should be discontinued. 


Must Keep Informed 


It has been our observation that manufacturers and distributors 
of proprietary veterinary medicinal preparations do not always keep 
informed with the constant changes and developments in the field of 
drug therapy. Too frequently, manufacturers or distributors who 
obtain no adverse comments from the Administration on labeling 
material in the light of the information available at the time, assume 
that the labeling has been approved by the Administration and that no 
further changes are necessary even though subsequent information 
may develop showing the original formula to be worthless or that the 
directions and warnings are no longer adequate as required by the Act. 
On the basis of this erroneous assumption, the manufacturer takes for 
granted that no action will be taken in the enforcement of the law 


without some prior warning. 
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Final Recommendations 


This is another example of the responsibility of the manufacturer 
or distributor if he wishes to avoid any action the Administration may 
take in the enforcement of the law. The manufacturer must realize 
that the Food and Drug Administration is duty bound in the protection 
of the purchasing and consuming public to take action whenever a vio- 
lation is encountered based on the facts available at that time. 





All manufacturers and distributors of drugs should review their 
formulas and complete labeling material at least once a year to make 
such changes as may be necessary from time to time and not wait until 
some action is taken by the Administration in the enforcement of the law. 


[The End] 








MINNESOTA MILK HEARING—Myron W. Clark, the Min- 


nesota Commissioner of Agriculture, Dairy, and Food, has 
scheduled a hearing for May 22 in the State Office Building 
Auditorium in St. Paul on grades, standards and regulations 
pertaining to Grade A milk and milk products. The hearing 
will be held for the purpose of repealing the old and promulgat- 
ing the new grades and standards and rules and regulations 


for the enforcement of Minnesota Laws 1945, Chapter 384, as 





amended. 
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cation of adulterated food any food 
products containing sulphurous acid or 
any compound or derivatives thereof 
resulting from good commercial prac- 
tice in processing. 

This reclassification would hold only 
if “such food product is not adulterated 
within the meaning of the Federal Food, 
Drug, and Cosmetic Act, as amended 
. . . [and] provided further that there 
shall be declared on the label of any 
such food product the fact that it has 
been prepared with or contains sulphur 
dioxide, sulphurous acid, or a com- 
pound or derivative thereof.” 


Lard Limit.—In Illinois, a bill (S. 
152) has passed the Senate which re- 
peals the act requiring the state to 
limit purchases for inmates or patrons 
in state-owned organizations to a cer- 
tain percentum of fat requirements in the 
form of substitutes for butter and lard. 


Oleo Exemption.—The Maine legis- 
lature on April 19 passed H. 657 which 
excepts from state excise taxes oleo- 
margarine made from coconut oil. 


Poisonous Liquor.—Introduced into 
the Minnesota Senate March 27 was 
a bill that, if passed, would amend the 
state statutes relating to the sale of 
poisonous liquor. A label would be re- 
quired to be placed on the container by 
the seller stating the seller’s name and 
address. Such substances as methyl 


alcohol, denatured alcohol, denaturing 
material and other poisonous liquids 
would come under the regulation. 


Fat Limit on Pork Sausage.—Passed 
May 1 by the Michigan Senate was 
S. 292 which places a limit of fifty- 
three per cent on fat by analysis in 
pork sausage and limits to fifty per cent 
the trimmed fat which may be used in 
pork sausage. 


Labeling of Oleo.—On April 20 a bill 
(S. 329) was introduced into the Michi- 
gan legislature which would require 
the labeling of oleomargarine in accord- 
ance with the requirements of the Fed- 
eral Food, Drug, and Cosmetic Act. 


Colored Margarine.— The Illinois 
House of Representatives passed by a 
vote of one hundred twenty-one to six- 
teen a bill to legalize the sale of colored 
oleomargarine in that state. 

Passed on May 8, the action on the 
bill marks the second time during the 
present session of the General Assembly 
that a legislative body has approved the 
sale of precolored oleo in the State of 
Illinois. On May 2, the Senate passed 
by a vote of forty-four to six, a similar 
oleo bill and sent it to the House. 

Before either bill can be submitted 
to Governor Stevenson for his signature, 
either the House or the Senate must 
pass the other body’s bill. 








In the Food and Drug Administration 


“Public Relations” Appointment.— 
Wallace F. Janssen, former managing 
editor of the FDC Reports, has been 
appointed Assistant to the Commis- 
sioner, to head the FDA’s trade and 
public information activities. 


REPORTS TO THE READER | 


His duties, according to Commissioner 
Dunbar, will be administrative as well 
as educational in character. In part, 
they will consist of attempts to secure 
better trade and public understanding 
of the food and drug Act, and also the 
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NEW ASSISTANT 


Harris & Ewing 


WALLACE F. JANSSEN, newly ap- 
pointed Assistant to Commissioner Paul 
B. Dunbar. 


promotion of “the widest degree of 


voluntary compliance and consumer 
understanding of the protection afforded 
by the law,” according to Dr. Dunbar 

In addition to this educational-infor 
mational work, however, Mr. Janssen 
will help formulate policy, draft 


regulations and make contact with trade 


new 


and consumer organizations 

Mr. Janssen started his editorial ca 
National Grocers’ Bulletin, 
National Associa- 
He later worked 
Miller, and from 
The Glass 
serving 


reer on the 
official organ of the 
tion of Retail Grocers. 
Northwestern 
1943 editor of 
packaging publication 


on the 
1934 to 
Packer, 
the food, drug and cosmetic industries 
It was in this capacity that he started 
reporting the activities of the FDA. In 
1943 he came to Washington as news 
editor of Broadcasting Magazine and in 
1944 he joined the FDC Reports, Wash- 
ington newsletter specializing in the 
drug and cosmetic fields 

Coffee Beans Are “Food.”—Green 
coffee beans are “food” within the mean- 
ing of the Act, and thus liable to seizure 


Was 
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and condemnation if they are found 
to be adulterated while in interstate 
commerce, a New York court of appeals 
has decreed. 

With this finding, the court affirmed 
condemnation and re- 
dismissal in 


two decrees of 
versed a 
solidated appeals of three libel actions 
from district courts charging that cer- 
tain quantities of green coffee beans con- 


decree of con- 


taining dust, wood splinters and other 
foreign substances were adulterated food 

The appeals held that 
[coffee beans] are 


court of 


“Whether or not 
edible 


certainly ‘components’ of an article used 


before being roasted, thev are 
for food,” and therefore fulfill the statu- 
tory definition of the term. It also held 
that despite claimants’ contention that 
the foreign matter found would be 
eliminated by the roasting process, food 
which is adulterated may be condemned 
even though it is intended to have the 
future 


adulteration eliminated by a 


process. These findings completely re 
versed the lower court’s decree of dis 
was based on the two 
fact” that there was (1) 
“no evidence in the case that green 
food,” and (2) “that the 
customary and process to 
which the green coffee is subjected be- 
fore intended for human consumption 
cannot render this seized material whole 
some.” —lU 


S. v. 14 Bags of Green Coffee 
Beans, etc., CA-2, April 20, 1951, CCH 
Druc ( 4 


missal which 


“findings of 


cf ffee is a 
necessary 


Foop ‘OSMETIC LAW  REporRTS 


q 7202 

Molasses and Books.—The Adminis- 
tration defeated in a libel 
charging that simultaneous shipment of 
printed matter with a product consti- 
tuted “labeling.” 


was action 


A quantity of blackstrap molasses and 
a number of copies of a popular “health” 
March 6, 1951. The 
seizure was based on the claim that as 
the two had been shipped simultane- 
ously and as the book contained state- 


book were seized 


ments regarding the molasses which 
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were false and misleading, the product 
was misbranded. 

The court vacated the and 
dismissed the libel in so far as it re- 
lated to the book because the book was 
of independent authorship and unre- 
lated to the enterprise of marketing the 
product, and thus not “labeling” under the 
Food, Drug, and Cosmetic Act.—U. S. v 


seizure 





Plantation Black- 


Eight Cartons etc. of 
strap Molasses, etc., Including Twenty- 
five Copies etc. of “Look Younger, Live 
Longer’ by Gayelord Hauser, United 
States District Court, Western District 


of New York, April 14, 1951, CCH 
Foop Druc Cosmetic LAw_ Reports 
{ 7201 





In the Federal Trade Commission 


Carter’s Gets That “Run-Down” 
Feeling.—A case that has been before 
the Commission for some time—Carter 
Products, Inc.—has been settled. A 
finding that Carter’s Little 
Liver Pills “have no therapeutic value 
in the treatment of any condition, dis- 
order, or disease of the liver,” and the 
Commission has ordered the company 
to stop advertisements 
in which the word “liver” is used in the 
trade name of the product 


was made 


disseminating 


Any advertising claims that the prod- 
uct has any therapeutic value other than 
the temporary relief afforded by an irri- 
tant laxative compound are prohibited 
by the cease-and-desist order (FTC 
Docket 4970). Use of the word “liver” 
in the trade name, says the Commission, 


represents falsely that the product “will 
have some therapeutic action, effect, 
and influence on the liver, and is for 


use in the treatment of conditions, dis- 
orders, and diseases of the liver,” and 
only excision of the word from the 
product name will eliminate the deception. 

The long and intricate 
this case will be made available to other 
interested government agencies, Com- 
missioner Carson declared in a state- 
ment accompanying the decision. It 
will not be “buried in government files,” 


evidence of 


he said in what constituted a stern de- 
nunciation of high pressure advertising 


practices 
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The Commissioner warned manufac- 
turers and their advertising agencies to 
“rid the who misrep- 
resent their products, and that the 
Commission’s staff will be instructed 
that in the future the advertising agen- 
cies will be cited along with manufac- 
turers in every when the 
warrant such action (CCH Trap 
LATION Reports § 14,643) 


house” of those 


said 


facts 
REGU- 


case 


Colorless Product.—A cease-and-desist 
order (FTC Docket No. 5729) directs 
producers of Shadz Color Shampoo to 
stop advertising that their product will 


color hair. “Reliable and _ scientific 
opinion” found that Shadz will not ful- 
fill this claim because it lacks an acid 


medium, which is required to do so. 

Because no evidence was introduced 
to support the 
that the respondents falsely advertised 
the product as a 
Commission made no findings on that 
charge (CCH Trape RecuLation ReE- 
PoRTS § 14,663). 


complaint’s allegation 


new discovery, the 


Beer Not Slimming.—The statement 
“Dietetically NON-FATTENING?” fol- 
lowed by another statement, in much 
smaller type,—‘ Relatively so, compared 
with other foods,” in beer advertisments 
is a deceptive representation, the FTC 
has ruled (Docket No. 2888). 

Three California 
been ordered by the 


corp yrrations have 
Commission to 
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stop using the unqualified term “Dieti- 
cally Non-Fattening” in advertising Acme 
Beer. The qualifying statement (or its 
equivalent): “when taken in substitu- 
tion for foods of equal or greater caloric 
value and not in addition to the nor- 
mally required diet,” must be printed 
“clearly and conspicuously” and “in 
immediate conjunction” with the non- 
fattening claim, the order specifies. 
The claim for Acme was false and 
misleading, said the Commission, for 
though a light beer, it “possesses no 
substantial material analytical differ- 
ences from other high grade beers of a 
similar type brewed by American man- 
ufacturers.” And besides, “the question 
of whether a person will gain weight by 
reason of drinking beer depends to some 
extent on the individual” (CCH Trapbe 
REGULATION Reports § 14,668). 


False Insecticide Claims.—A stipula- 
tion with the Commissioner to discon- 
tinue representing that Stay Spray or 
Plastic Roxide will kill all insects or 
all crawling insects that infest the in- 
terior of buildings has been entered into 
by the products’ manufacturer. 


In Stipulation 8113, the company 
agrees also to stop advertising that after 
use of the preparations, insects will not 
reinfest the treated areas, unless this 
claim is limited to a period of about six 
weeks after treatment and to the insects 
to which the residue of the spray re- 
mains lethal for that length of time. 


Other representations to be discon- 
tinued are: that the preparation will kill 
many insects not susceptible to DDT; 
that it is safe to use around food, chil- 
dren and pets, and nonpoisonous to 
warmblooded animals and human be- 


ings; that it will kill many insects not 
destroyed or exterminated by other 
methods, unless such representation 
specifies the conditions of use and the 
types of insects which will be killed 
by Stay Spray or Plastic Roxide, but 
will not be killed or exterminated by 
other methods; or that one quart of the 
preparation is sufficient to spray the 
average house. : 

According to the stipulation of facts, 
the manufacturer had also misrepresented 
that the Federal Trade Commission or 
other government agencies approved the 
product (CCH TRApE REGULATION RE- 
PORTS {| 16,460). 


Air Purifiers?—Seeman Brothers, Inc 
and Airkem, Inc., manufacturers of Air- 
Wick and Airkem, have agreed to discon- 
tinue certain representations concerning 
their deoderants. 

Claims that Air-Wick eliminates all 
unpleasant odors or that it clears or 
freshens the air otherwise than accord- 
ing to its seeming effect will cease. The 
Airkem corporation has agreed to stop 
claiming that its product ends odor 
problems; that it does not mask odors; 
that it restores some of the characteris- 
tics of outdoor air; or that it freshens 
the air otherwise than according to its 
seeming effect. 

Both products will no longer repre- 
sent that they contain pure chlorophyll 
as distinguished from commercial chloro- 
phyll; that the action of chlorophyll in the 
products is similar to the action of 
chlorophyll in nature; or that the con- 
tent of commercial chlorophyll: as an 
active ingredient in the products pro- 
vides a chief effect in their action (CCH 
TRADE REGULATION Reports { 16,456). 








In the Department of Agriculture 


Canned Vegetable Set-Aside An- 
nounced.—The amount of the 195] 
vegetable pack which must be set aside 
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for defense use has been released by 


Secretary Brannan in Defense Food 


Order No. 2. 
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Commodities covered in the order 
are canned asparagus, lima beans, green 
and wax beans, carrots, sweet corn, 
green peas, pumpkin, sweet potatoes, 
tomatoes, tomato catsup and tomato 
paste. Set-aside percentages range from 
twelve per cent for asparagus to twenty- 
seven per cent for carrots. In effect 
since April 17, the order proclaims the 
following percentages: asparagus, 12; 
lima beans, 25; green and wax beans, 
14; carrots, 27; sweet corn, 15; green 
peas, 15; pumpkin, 17; sweet potatoes, 
22; tomatoes, 20; tomato catsup, 16; 
tomato paste, 17. 

Percentages are determined—under 
terms of the order—by applying set- 
aside percentage to each processor’s 
“base pack.” The “base pack” is deter- 
mined in accordance with a formula re- 
flecting the level of his production of 
canned vegetables in pack years 1949, 
1950 or 1951, whichever years are appli- 
cable. 


Service Fees Upped.—Grading fees 
charged for the federal meat grading 
service have been increased from $3 to 
$3.60 per hour. This increase, in effect 
since April 23, has been brought about, 
says the USDA, to provide sufficient 
revenue to equal the cost of the service. 


Point IV Gets Department Man.— 
Dr. Charalambos S. Stephanides, vet- 
eran livestock specialist and agricultural 
economist, left April 30 for Iran as 
USDA's representative under the Point 
IV Program. 

Dr. Stephanides, who has a record 
of service in Greece, Italy and Egypt, 
will give special assistance to the live- 
stock improvement program of Iran’s 
Ministry of Agriculture. 


Chicago Merger.—The Department 
of Agriculture has recommended mer- 
ging the Suburban Chicago federal 
milk marketing order with the Chicago 
order. This would enlarge the Chicago 
milk marketing area to include Wauke- 
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gan and adjacent townships. Also 
recommended by the USDA are several 
other changes in the Chicago. federal 
order. These would: (1) introduce a 
“supply-demand” pricing provision; (2) 
classify concentrated milk for fluid con- 
sumption as a Class I milk product; 
(3) add seventy cents per hundredweight 
to the price of Class I milk moved to 
distant markets as Class I milk; (5) 
establish a “location” price adjustment 
at plants within fifty-five miles of Chi- 
cago; (6) place certain requirements 
relating to delivery of milk or cream 
on country plants to acquire and main- 
tain status as a “pool plant”; and (7) 
make several revisions for admihistra- 
tive purposes, 


Lift Banana Ban.—Two quarantines 
prohibiting importation of foreign banana 
plants and plant parts other than fruits, 
and domestic movement of banana 
plants and plant parts from Hawaii and 
Puerto Rico, are being revoked, the 
USDA has announced. Beginning May 
2, the entry of foreign banana planting 
stock will be subject to protective pro- 
visions of quarantine regulating the im- 
port of nursery stock, plants and seeds. 


The prohibition of the domestic move- 
ment of banana plants was for the pro- 
tection of the banana industry of the 
continental United States against the 
New Guinea sugarcane weevil from 
Hawaii and the West Indian cane weevil 
from Puerto Rico; but these two insects 
are now regarded as unimportant pests. 
Also, there has been no development 
of banana plantings on the United States 
mainland as was anticipated when the 
quarantines were adopted in 1918. 


Jurisdictional Switch in Poultry.— 
Effective July 1, all poultry inspection 
and grading work now under the ad- 
ministrative direction of the Dairy Branch 
will be transferred to the Poultry 
Branch. From May 1 through June 30 
the work will continue to be done by 
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the Dairy Branch—with the concur- 
rence of the Poultry Branch. During 
this time, the two divisions will work 


out the details of administrative and 
operational tasks involved in the sepa- 
ration. 





In the Courts 


The recent Supreme Court decision 
in the Jam case, the possible effects of 
which are ably discussed by Edward 
srown Williams at page 327, is re- 
printed here in full. Mr. Justice Frank- 
furter delivered the opinion of the Court. 


“The Federal Food, Drug, and Cos- 
metic Act authorizes the United States 
to bring a libel against any article of 
food which is ‘misbranded’ when using 
the channels of interstate commerce. 
Act of June 25, 1938, § 304, 52 Stat. 
1040, 1044, 21 U. S. C. §334. The Act 
defines ‘misbranded’ in the eleven para- 
graphs of § 403. 52 Stat. 1047-1048, 21 
U. S. C. § 343. The question before us 
is raised by two apparently conflicting 
paragraphs. 

“One of them, subsection (c), comes 
from the original Pure Food and Drug 
Act of 1906. Act of June 30, 1906, 34 
Stat. 768, 770-771, §8 (first paragraph 
concerning ‘food,’ and second proviso). 
It directs that a food shall be deemed 
‘misbranded’ if it ‘is an imitation of 
another food, unless its label bears, in 
type of uniform size and prominence, 


the word “imitation” and, immediately 
thereafter, the name of the food imi 
tated’. The other, subsection (g), was 
added to the enlargement of the statute 
in 1938. It condemns as ‘misbranded’ 
a product which ‘purports to be or is 
represented as a food’, the ingredients 
of which the Administrator has stand- 
ardized, if the product does not conform 
in all respects to the standards pre- 
scribed. The Administrator has author- 
ity to promulgate standards when in his 
judgment ‘such action will promote 
honesty and fair dealing in the interest 
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of consumers’. § 401, 52 Stat. 1046, 21 
U.S ©. 8204. 

“The proceeding before us was com- 
menced in 1949 in the District Court 
for the District of New Mexico. By 
it the United States seeks to condemn 
62 cases of ‘Delicious Brand Imitation 
Jam’, manufactured in Colorado and 
shipped to New Mexico. The Govern 
ment claims that this product ‘purports’ 
to be fruit jam, a food for which the 
Federal Security Administrator has pro- 
mulgated a ‘definition and standard of 
identity’. The regulation specifies that 
a fruit jam must contain ‘not less than 
45 parts by weight’ of the fruit ingredi- 
ent. 21 C. F. R. (1949 ed.) § 29.0. The 
product in question is composed of 55% 
sugar, 25% fruit, 20% pectin, and small 
amounts of citric acid and soda. These 
specifications show that pectin, a gela- 
tinized solution consisting largely of 
water, has been substituted for a sub- 
stantial proportion of the fruit required. 
The Government contends that the 
product is therefore to be deemed ‘mis- 
branded’ under § 403 (g). 


“On the basis of stipulated testimony 
the District Judge found that although 
the product seized did not meet the 
prescribed standards for fruit jam, it 
was ‘wholesome’ and ‘in every way fit 
for human consumption’. It was found 
to have the appearance and taste of 
standardized jam, and to be used as a 
less expensive substitute for the stand- 
ard product. In some instances, prod- 
ucts similar to those seized were sold 
at retail to the public in response to 
telephone orders for ‘jams’, and were 
served to patrons of restaurants, ranches 
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and similar establishments, who had 
no opportunity to learn the quality of 
what they received. But there is no 
suggestion of palming off. The judge 
found that the labels on the seized jars 
were substantially accurate; and he con- 
cluded that since the product purported 
to be only an imitation fruit preserve 
and complied in all respects with sub- 
section (c) of § 403 of the Act, it could 
not be deemed ‘misbranded’. 87 F. 
Supp. 735. 


“The Court of Appeals for the Tenth 
Circuit, one judge dissenting, reversed 
this judgment. 183 F. 2d 1014. It held 
that since the product seized closely 
resembled fruit jam in appearance and 
taste, and was used as a substitute for 
the standardized food, it ‘purported’ to 
be fruit jam, and must be deemed ‘mis 
branded’ notwithstanding that it was 
duly labeled an imitation. The court 
therefore remanded the cause with in- 
structions to enter a judgment for con- 
demnation. We granted certiorari, 340 
U. S. 890, because of the importance of 
the question in the administration of 
the Federal Food, Drug, and Cosmetic 
Act. 


“1. By the Act of 1906, 34 Stat. 768, 
as successively strengthened, Congress 
exerted its power to keep impure and 
adulterated foods and drugs out of the 
channels of commerce. The purposes 
of this legislation, we have said, ‘touch 
phases of the lives and health of people 
which, in the circumstances of modern 
industrialism, are largely beyond self- 
protection. Regard for these purposes 
should infuse construction of the legis- 
lation if it is to be treated as a working 
instrument of government and not merely 
as a collection of English words’. United 
States v. Dotterweich, 320 U. S. 277, 280. 
This is the attitude with which we 
should approach the problem of statu- 
tory construction now presented. sut 
our problem is to construe what Con- 
gress has written. After all, Congress 
expresses its purpose by words. It is 
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for us to ascertain—neither to add nor 
to subtract, neither to delete nor to 
distort. 


“2. Misbranding was one of the chief 
evils Congress sought to stop. It was 
both within the right and the wisdom 
of Congress not to trust to the colloquial 
or the dictionary meaning of misbrand- 
ing, but to write its own glossary of the 
term. Concededly we are not dealing 
here with misbranding in its crude mani- 
festations, what would colloquially be 
deemed a false representation. Com- 
pare § 403 (a), (b), (d), 52 Stat. 1047, 
21 U. S. C. §§ 343 (a), (b) (d). Our 
concern is whether the article of food 
sold as ‘Delicious Brand Imitation Jam’ 
is ‘deemed to be misbranded’ according 
to §§ 403 (c) and (g) of the Federal 
Food, Drug, and Cosmetic Act of 1938 


“3. The controlling provisions of the 
Act are as follows: 


“*Sec. 304. (a) [as amended by the 
Act of June 24, 1948, 62 Stat. 582] 
Any article of food, drug, device, or 
cosmetic that is adulterated or mis 
branded when introduced into or while 
in interstate commerce or while held 
for sale (whether or not the first sale) 
after shipment in interstate commerce, 

shall be liable to be proceeded 
against while in interstate commerce, 
or at any time thereafter, on libel of 
information and condemned in any dis- 
trict court of the United States within 
the jurisdiction of which the article is 
found: ... 

‘Sec. 401. Whenever in the judgment 
of the [Administrator] such action will 
promote honesty and fair dealing in the 
interest of consumers, he shall promul- 
gate regulations fixing and establishing 
for any food, under its common or usual 
name so far as practicable, a reasonable 
definition and standard of identity, a 
reasonable standard of quality, and/or 
reasonable standards of fill of container : 

In prescribing a definition and 
standard of identity for any food or 
class of food in which optional ingredi- 
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ents are permitted, the [Administrator] 
shall, for the purpose of promoting 
honesty and fair dealing in the interest 
of consumers, designate the optional 
ingredients which shall be named on 
the label. ... 


‘Sec. 403. A food shall be deemed to 
be misbranded.. . 


‘(c) If it is an imitation of another 
food, unless its label bears, in type of 
uniform size and prominence, the word 
“imitation” and, immediately thereafter, 
the name of the food imitated. .. . 


‘(g) If it purports to be or is repre- 
sented as a food for which a definition 
and standard of identity has been pre- 
scribed by regulations as provided by 
section 401, unless (1) it conforms to 
such definition and standard, and (2) 
its label bears the name of the food 
specified in the definition and standard, 
and, insofar as may be required by such 
regulations, the common names of op- 
tional ingredients (other than spices, 
flavoring, and coloring) present in such 
food’. 


“4. By §§401 and 403 (g), Congress 
vested in the Administrator the far- 
reaching power of fixing for any species 
of food ‘a reasonable definition and 
standard of identity’. In Federal Secur- 
ity Administrator v. Quaker Oats Co., 318 
U. S. 218, we held that this means that 
the Administrator may, by regulation, 
fix the ingredients of any food, and 
that thereafter a commodity cannot be 
introduced into interstate commerce 
which ‘purports to be or is represented 
as’ the food which has been thus defined 
unless it is composed of the required 
ingredients. The Administrator had pre- 
scribed the ingredients of two different 
species of food—‘farina’ and ‘enriched 
farina’. The former was an exclusively 
milled wheat product; the latter in- 
cluded certain additional ingredients, 
one of which optionally could be vitamin 
D. The Quaker Oats Company marketed 
a product it called ‘Quaker Farina 
Wheat Cereal Enriched with Vitamin 
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D’, which did not conform to either 
standard. Because it contained an ad- 
ditional vitamin it was not ‘farina’; be- 
cause it lacked certain of the essential 
ingredients it could not be called ‘en- 
riched farina’. It was concededly a 
wholesome product, accurately labeled; 
but under the Administrator’s regula- 
tions it could not be sold. We sustained 
the regulations, holding that Congress 
had constitutionally empowered the Ad- 
ministrator to define a food and had 
thereby precluded manufacturers—or 
courts—from determining for them- 
selves whether some other ingredients 
would not produce as nutritious a prod- 
uct. ‘The statutory purpose to fix a 
definition of identity of an article of 
food sold under its common or usual 
name would be defeated if producers 
were free to add ingredients, however 
wholesome, which are not within the 
definition’. 318 U.S. at 232. 


“5. Our decision in the Quaker Oats 
case does not touch the problem now 
before us. In that case it was conceded 
that although the Quaker product did 
not have the standard ingredients, it 
‘purported’ to be a standardized food. 
We did not there consider the legality 
of marketing properly labeled ‘imita- 
tion farina’. That would be the com- 
parable question to the one now here. 


“According to the Federal Food, 
Drug, and Cosmetic Act, nothing can 
be legally ‘jam’ after the Administrator 
promulgated his regulation in 1940, 5 
Fed. Reg. 3554, 21 C. F. R. § 29.0, unless 
it contains the specified ingredients in 
prescribed proportion. Hence the prod- 
uct in controversy is not ‘jam’. It cannot 
lawfully be labeled ‘jam’ and introduced 
into interstate commerce, for to do so 
would ‘represent’ as a standardized food 
a product which does not meet pre- 
scribed specifications. 

“But the product with which we are 
concerned is sold as ‘imitation jam’. 
Imitation foods are dealt with in § 403 
(c) of the Act. In that section Con- 
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gress did not give an csoteric meaning 
to ‘imitation’. It left it to the under- 
standing of ordinary English speech. 
And it directed that a product should 
be deemed ‘misbranded’ if it imitated 
another food ‘unless its label bears, in 
type of uniform size and prominence, 
the word “imitation” and, immediately 
thereafter, the name of the food imi- 
tated’. 

“In ordinary speech there can be no 
doubt that the product which the United 
States here seeks to condemn is an 
‘imitation’ jam. It looks and tastes like 
jam; it is unequivocally labeled ‘imita- 
tion jam’. The Government does not 
argue that its label in any way falls 
short of the requirements of § 403 (c). 
Its distribution in interstate commerce 
would therefore clearly seem to be au- 
thorized by that section. We could hold 
it to be ‘misbranded’ only if we held 
that a practice Congress authorized by 
§ 403 (c) Congress impliedly prohibited 
by § 403 (g). 


“We see no justification so to distort 
the ordinary meaning of the statute. 
Nothing in the text or history of the 
legislation points to such a reading of 
what Congress wrote. In § 403 (g) 
Congress used the words ‘purport’ and 
‘represent’—terms suggesting the idea 
of counterfeit. But the name ‘imitation 
jam’ at once connotes precisely what 
the product is: a different, an inferior 
preserve, not meeting the defined speci- 
fications. Section 403 (gz) was designed 
to protect the public from inferior foods 
resembling standard products but marketed 
under distinctive names. See S. Rep. 
No. 361, 74th Cong., Ist Sess., 8-11. 
Congress may well have supposed that 
similar confusion would not result from 
the marketing of a product candidly and 
flagrantly labeled as an ‘imitation’ food. 
A product so labeled is described with 
precise accuracy. It neither conveys 
any ambiguity nor emanates any untrue 
innuendo, as was the case with the 
‘Bred Spred’ considered by Congress in 
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its deliberation on § 403 (zg). See H. R. 
Rep. No. 2139, 75th Cong., 3d Sess. 5; 
House Hearings on S. 5, 74th Cong., Ist 
Sess. 46-47. It purports and is repre- 
sented to be only what it is—an imita- 
tion. It does not purport nor represent 
to be what it is not—the Administra- 
tor’s genuine ‘jam’, 

“In our anxiety to effectuate the con- 
gressional purpose of protecting the 
public, we must take care not to extend 
the scope of the statute beyond the 
point where Congress indicated it would 
stop. The Government would have us 
hold that when the Administrator stand- 
ardizes the ingredients of a food, no imita- 
tion of that food can be marketed which 
contains an ingredient of the original 
and serves a similar purpose. If Con- 
gress wishes to say that nothing shall 
be marketed in likeness to a food as 
defined by the Administrator, though it 
is accurately labeled, entirely whole- 
some, and perhaps more within the reach 
of the meager purse, our decisions indi- 
cate that Congress may well do so. But 
Congress has not said so. It indicated 
the contrary. Indeed, the Administra- 
tor’s contemporaneous construction con- 
cededly is contrary to what he now 
contends. We must assume his present 
misconception results from a misread- 
ing of what was written in the Quaker 
Oats case. 

“Reversed.” 

Mr. Justice Douglas, with whom Mr. 
Justice Black concurs, dissenting: 

“The result reached by the Court may 
be sound by legislative standards. But 
the legal standards which govern us 
make the process of reaching that result 
tortuous to say the least. We must 
say that petitioner’s ‘jam’ purports to 
be ‘jam’ when we read § 403 (g) and 
purports to be not ‘jam’ but another 
food when we read § 403 (c). Yet if 
petitioner’s product did not purport to 
be ‘jam’ petitioner would have no claim 
to press and the Government no objec- 
tion to raise.” 
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Informal Discussion 


Following the presentation of the 
papers published in the February and 
March issues of the JourNAL—those 
read before the Sixth Annual Meeting 
of the Section on Food, Drug, and Cos- 
metic Law of the New York State Bar 
Association in January—was this in- 
formal discussion of the food standards 
law. Participating in it were: R. D. 
Whitmore, Chief of Inspection Services, 
Canadian Department of National Health 
and Welfare; L. M. Beacham, Chief of 
Canned Food Branch, United States 
Food and Drug Administration; H. 
Thomas Austern, Chairman of the Food 
Standards Committee, Section on Food, 
Drug, and Cosmetic Law; Michael F. 
Markel, Food Law Specialist; R. E. 
Curran, Legal Adviser to Canadian De- 
partment of National Health and Wel- 


fare; Vincent A. Kleinfeld, Food Law 


Officer, United States Department of 
Justice; and Charles Wesley Dunn, 
Chairman of the Section on Food, Drug, 
and Cosmetic Law. 


MR. WHITMORE: I would like 
to say a few things, perhaps based on 
the fact that I have been thirty years 
in Canadian food and drug law work, 
first at the laboratory bench for a num 
ber of years, and then, graduating into 
label examination. 

This conference has really developed 
into an examination of the philosophy 
not only of food standards, but of food 
law administration. Therefore, I feel 
that you have the same sympathy as 
I have for myself—which is a sympathy 
for an administrator. His task is not so 
easy sometimes as that of the manufac 


turer of a food in attempting to improve 


it. Much of the talk today has been about 
the difficulty of attempting to improve 
foods under administrative restrictions 

From Mr. Beacham, you learned of 
his difficulties in rationalizing that with 
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his attempts to keep his standards 
where he wants them, in view of what 
he considers to be the public interest. 
Again, the standards are not final, be- 
cause the courts are going to decide 
whether they are in the public interest 
or not. The difficulties are, to some 
extent, in the approach, and we in Can- 
ada find the same situation in this mat- 
ter of making food standards. You 
have to have sufficient data to allow you 
to put a sound standard on food. By 
“sound,” I don’t mean sound from the 
consumer point of view, any more than 
I mean sound from the manufacturer’s 


point of view. These things you have 


to keep in balance and in mind all the 
time, because obviously there is no 
good in putting on an idealistic sort 
of standard which no manufacturer in 
the country can adhere to 

I myself take the point of view— 
and I persuaded a number of my col- 
leagues to do so, too— that we should 
not be on the lookout for opportunities 
to make food standards. That is, we 
should avoid making such standards as 
long as we can. If a food is being 
sold, if there is only minor trouble in 
keeping some would-be sophisticators 
in line, why do you need a standard? 
Well, it may have occurred to you, as 
it did to us, that there probably isn’t 
any need to make a standard. So, don’t 
worry about making a standard. 

On the other hand, I am going to 
say that you people in this country 


make standards, and as soon as you do, 


there is a real pressure to have some- 
thing done in Canada. I am not going 
to suggest that if we make the stand- 
ards in Canada, it is any pressure at 
all on the United States, but I have 
been told that that is the case, too 
Another point about making food 
standards is this: Once you do it, the 
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consumer trusts the Administrator to 
make good standards. It removes that 
protection of informative labeling which 
is provided in the required label list of 
ingredients. You can improve that list. 
You can make it mean more, in spite 
of what I have heard today; namely, 
that one part of the legislature thinks 
a person does not read the label, and 
the other is sure that a person does 
read it. People do read labels—if you 
make them satisfactory. There is an- 
other point in this labeling business. 
It is this: If you get too much on the 
label, certainly people will not read it. 


Another thing, in making food stand- 
ards, you should try to keep them as 
simple as possible, rather than compli- 
cated. Of course, I realize that we in 
Canada are helped in this by the lack 
of finality in the nature of our stand- 
ards. That is, we can amend them and, 
in the case of any urgency, we can do it 
afternoon. You may not think 
that is desirable but, as it works out 
for us, it is all right. We 
recommend them in a month’s time or 
in a year’s time. That makes it 
sible for us to have that informal ap- 
proach which has been mentioned today 
This approach is of tremendous value. 


in an 
can also 


pos- 


standards are not all minimum 
standards. I don’t know whether yours 
are or not. This term “minimum stand- 
ard” has been used very frequently in 
talking about food and drug standards 
I do not think that all of ours are. For 
instance, I can think of one which pos- 
tulates that certain food should not be 
less than fifty per cent nor more than 
fifty-five per cent meat. That is not 
a minimum standard, but it is there for 
a purpose. I don’t think you can really 
get into the conception of minimum 
standards safely. Ii you do, and you 
also recognize such a thing as a sub- 
standard article, where do you get? 
You get this: You get a level of a mini- 
mum standard. Below that, it is a sub- 
standard; but, how far below? If you 
that, have 


Our 


recognize something below 
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you not got something of a minimum 
standard, below a minimum standard? 


My first question is how far do you 
go on food standards in allowing a sub- 
standard, and still retain the name of 
the article. The second question | 
want to put,—again, this is a philo- 
sophical question—is how successful are 
we, both as manufacturers and as ad- 
ministrators, in settling a compromise 
in areas of difference which are always 
encountered in formal or informal 
standard hearings? I think it is those 
areas of difference which delay the 
thing beyond all reason sometimes, and 
it is a question of what compromise 
can be reached. Is there a rigidity on 
either side which you can’t go beyond, 
or is there a chance of getting beyond 
that into an area where everybody will 
be reasonably well satisfied? 


Finally, I don’t think it is possible 
to suddenly expect that you can devise 
a magic formula for a food standard 
At least, it seem reasonable 
that you that it is not 


doe S not 


can. I know 


wise to expect that. You cannot put 
down one rule in black and white which 
will cover all cases forever. What | 
mean is, you are living in a flexible 


world, and you should have to devise 
your legislation and your procedures 
to make food standards flexible, or re« 
ognize flexible that will 
make them flexible 

MR. BEACHAM: I have no particu 
lar comments to make on any of the 
other papers. Mr. Whitmore gave us 
a very interesting question as to the 


pre cedures 


identity of minimum standards and sub 
standards. 

Under our concept, there is no such 
thing as a substandard identity. There 
is, however, substandard quality. Un- 
questionably, there is a point where, as 
the quality diminishes, the product 
would pass even out of the realm of 
the substandard and would come into 
fundamental conflict with the adultera- 
tion provisions of the Act. 
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That is something that we have con- 
templated a great many times in our 
concept of quality standards. 

I think that is all I have to suggest. 

MR. AUSTERN: I regret that I 
was not privileged to see Mr. Markel’s 
exceedingly provacative paper before 
this session, but hearing it moves me 
to make a few quick comments. 

First, as to the suggestion that the 
various delays in standard making dem- 
onstrates that perhaps there are impedi- 
ments and deficiencies in the process, I 
really wonder. I think the shoe might 
be on the other foot, and that it might 
indicate good work. 

I happen to know—to give a per- 
sonal reference—where in at least six 
instances necessary résearch and FDA- 
industry studies have been going on 
for five years. I like that, rather than 
to have a premature standard. I some- 
times wonder, in the second instance, 
after hearing these discussions, just 
what these standards are supposed to 
be responsive to. 

I suppose, as with other government 
regulations, you can seek multiple ob- 
jectives, 

I don’t think, personally, that food 

responsive to public 
That is not the question. 


standards are 
health needs. 

In the second instance, I think they 
are not entirely designed to protect 
trade—such as would a coinage, or a 
weight measure, or the standardization 
of baskets. I think, very definitely, 
they are intended to facilitate trade. 
And, in this instance, the whole food 
standards program grew out of the can- 
ning industry’s sponsorship in 1930 of 
the McNary-Mapes amendment. 

Lastly, I think they are responsive 
to a desire to protect the consumers, 
and that is their primary interest. Mr. 
Markel’s point that optional ingredi- 
ents are usually required to be labeled, 
and that this should indicate that proper 
labeling can control ingredient addition, 
is a good one, 
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I wonder, however, whether the real 
issue in that instance is not how shall 
you label the thing for its ingredients, 


but something else. We had one in- 
stance in which the argument turned 
on whether you would label it a “trace 
of alkali” to make the housewife un- 
happy, or whether you might say it was 
a “trace of magnesium salts” to worry 
her differently. 

As to the hearing, and Mr. Markel’s 
strictures about too much cross-exami- 
nation, well, I suppose—as in some 
other professions—the difficulty may be 
that there are too many amateurs at 
work. Yet I think the opportunity to 
engage in cross-examination is very 
essential. It is the essence of the demo- 
cratic character of this process. 

It has the inescapable paradox that is 
always present—that on the one hand 
we insist that we need experts to make 
these judgments, and on the other hand, 
we also insist that there must be “sub- 
stantial evidence of record” to support 
each and every finding by these ex- 
perts. I think that boils down to a 
question of degree. 

As to the interest of the ingredient 
manufacturer in food standards, I sug- 
gest to you that he has a vital stake 
in all of this. Obviously, if the ingredi- 
ent which he purveys is outlawed in the 
standard of identity, his market is gone. 
Sut if the ingredient is not completely 
outlawed, and one optional ingredient 
is required to be labeled, and something 
which is competitive, or said to be com- 
petitive, is not required to be labeled, 
that ingredient manufacturer, economi- 
cally—though not legally—may find his 
market gone, because people who manu- 
facture food products have a great dis- 
inclination to add to their labeling; and, 
more than that, every time you add 
something to a label, you might need 
to use an additional set of labels. 

As to that antibiotic analogy, I have 
no quarrel with its efficacy, if it is used 
where it should be used. I submit, 
however, that there are two differences. 
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It is the essence of the trouble that. food 
standard issues are more complicated 
than those, I believe, which are 
encountered with antibiotics; and, sec- 
ondly, if I am not mistaken, the anti- 
biotic work involves medical questions. 
But what we have here are questions 
of economic judgment. 

Mr. Beacham suggested that under 
our law there is a line between what 
is substandard and what is plainly adul- 
terated. I must suggest to my good 
friend from Canada that where that line 
is in this country is as much a mystery 
here as it is in Canada. For example; 
our quality standards provide, in many 
instances, that not more than a certain 
amount of harmless vegetable material 
may be found ina product. If you have 
more than that amount, it is regarded as 
poor workmanship, and the product be- 
comes substandard. There is some 
point at which you have so much that 
the product ceases to be substandard 
and becomes plainly adulterated. But 
I don’t know where that line is. 

MR. MARKEL: So far as my sug- 
gestion of simplification of procedure is 
concerned, I do not mean to imply at all 
that ill-considered standards might come 
out of it. I think, Mr. Austern, you are 
contradicting yourself when you say 
there should be a statement of position 
by informal discussion, but, at the same 
time are critical of my suggested pro- 
cedural amendments. That is what I 
am talking about. I see no reason why 
we should go through informal pro- 
ceedings to eliminate noncontroversial 
issues and then bring witnesses to Wash- 
ington to testify as to matters we are 
already agreed on in advance. 

As to the kinds of standards required 
to afford protection to consumers against 
the evils complained of at the time of 
the enactment of Section 401, a stand- 
ard which insures the economic integ- 
rity of a food will afford such protection. 
Section 401, in my opinion, is calculated 
to do nothing more. It fits into the 
pattern of insuring food honesty. 
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We have two kinds of optional in- 
gredients—one is an optional ingredient 
when it is one of two or more ingredi- 
ents which may be used in place of 
another, and one of which is required. 
The other is an ingredient which may 
be in, or may not be in, the food, at 
the user’s choice. The very fact that 
the manufacturer may or may not put 
it in, in itself inherently implies that 
its presence in a food has no relation 
to the integrity of that food, so why 
bother about considering that at all at 
the hearing, if that is the case? 

The matter of ingredient suppliers 
has come up. The ingredient suppliers 
have a very definite right to be at these 
hearings. They should be afforded 
every opportunity to protect themselves 
and be given the opportunity to cross- 
examine, and so forth. But, the ingredi- 
ent suppliers have no rights beyond 
that, as the American Sugar Refining 
case demonstrates. 

MR. CURRAN: I was pleasantly 
surprised to find the degree of agree- 
ment reflected by all of the papers 
which have been given here. This is 
particularly significant when one real- 
izes that the papers were presented 
with what might be opposing points of 
view in mind. 

If I might say so, it would seem to 
me that any disagreement which has 
emerged isn’t so much with the legal 
interpretation of the law as it is the 
fault which is found with the length of 
time and the difficulties in promulgating 
the food standard, or changing it, and 
whether or not this can be resolved by 
preliminary discussions. 

MR. KLEINFELD: I will address 
this question to both Mr. Markel and 
Mr. Beacham: Why shouldn’t the labels 
of standardized foods contain a listing 
of the ingredients? 

MR. MARKEL: The whole theory 
of labeling of ingredients is founded on 
food integrity—on the idea of food 
integrity—and once a standard has been 
fixed that establishes the integrity for 
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that food, there is no need for further 
labeling information. 


MR. KLEINFELD: Well, theoreti- 
cally, that may be so. But we do know 
as a fact, I assume, that the ordinary 
housewife or consumer does not read 
the Federal Register—at least, not every 
day—and it is true that he or she may 
suppose that the integrity of the food 
has been established. But what would 
be the harm in giving this additional 
information, assuming that people do 
read labels at times—as Mr. Austern 
pointed out? Why should we not at- 
tempt to give the consumer as much 
information as we can by requiring an 
honest statement on the label, even on 
standardized foods? 

MR. MARKEL: Whenever the pres- 
ence or absence of an ingredient makes 
a difference to the consumer as to the 
choice—if a exercised—it 
should be named on the label. But, in 
the absence of that, I see no useful pur- 
pose in it, except this irresponsible or 
fr government to 





choice is 


irresistible impulse of 
be paternalistic. 

MR. KLEINFELD: Let me ask an- 
other question. Let us assume that you 
have a standardized product, with no 
maximum limitations, and one manu- 
facturer puts in a certain amount of, 
let us say, milk—a very nice and whole- 
some substance—and another manufac- 
turer puts in twice that amount, making 
a product which, at least from a nutri- 
tion standpoint, is a better product— 
should we not amend the law so as to 
require not only informative labeling 
as to the ingredients, but as to the 
quantitative amounts? 

MR. MARKEL: 
who puts more milk in will not have to 
be forced to put that on the label; he 
will put it on himself. 

MR. KLEINFELD: 
competitor put it on? 

MR. MARKEL: The 


said it is all right by standard. 


The manufacturer 


But, will his 


government 
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MR. KLEINFELD: I am trying to 
find out whether the manufacturer who 
puts in more milk, or a more expensive 
ingredient, should be required to indi- 


cate that in the label. Thus, the con- 
sumer can decide which is the better 
product. 

MR. MARKEL: If there is anything 
wrong with the lesser amount, we ought 
to raise the standard. Merely telling 
the ingredients is of no useful purpose, 
because it would be in the nutrition 
field, where the consumer would under- 
take to evaluate the nutritional merits. 

The honesty should be established by 
standards; if somebody wants to super- 
impose upon that, he will inform the 
producer. That is my view. 

MR. SNYDER (Counsel for Kraft 
Cheese): I was just commenting to my 
neighbor over here that it is all right 
to talk about consumers reading labels, 
but they don’t do it, and there isn’t any 
way to make them do it. There are a 
few consumers who read the labels and, 
when we get products that are different 


from an economic basis, there should 
be a way of distinguishing them 
MR. McCAIN (Counsel tor Corn 


Products Refining Company): I think 
find way that a 
food can be 


we ought to some 
standardized 
without going through an amendment 
of standard procedure. I think Mr. 
Markel made the point that the integ- 
rity of a food can be preserved, without 
dotting all the “I’s” in the recipe. The 
thought has occurred to me that an op- 
tional ingredient should be allowed, so 
long as it does not affect the identity of 
a food and it is declared on the label. 

MR. GILBERT Best 
Foods): I am interested in Mr. Me- 
Cain’s statement, because several years 
ago I tried to advocate that point with 
the officials of the Food and Drug Ad 
ministration. Every time you have a 
new optional ingredient along 
that may improve a standardized food, 
then you have to go through this whole 
standard-amending Some 


improved, 


(Counsel for 


come 


procedure. 
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may think that this is a simple thing, 
but those of us who have been through 
it know it is a lot of work and a lot 
of expense. 

In my discussions with some of the 
officials they admitted that this con- 
cept is correct. In fact, to a certain 
extent, in the mayonnaise standard, 
they followed it. When it came to 
seasonings, instead of listing four or 
five seasonings, they said, “Any harm- 
less, suitable seasoning.” 

MR. McENERNEY (Counsel for 
American Food Products): In connec- 
tion with the meaning of the Farina 
case, I would like to address a question 
to Mr. Beacham, and ask him whether 
or not under our present food standard 
law it is possible that a perfectly nu- 
tritious, wholesome food may not be 
bought by the general public and, if so, 
is that not an unnecessary adverse ef- 
fect upon the economic well being of 
the people of the country? 

MR. BEACHAM: That is the $64 
question which you tossed at me. I 
think, under the present circumstances, 
it is entirely possible that a wholesome 
food could, by the process of standard- 
ization, be barred from the market in 
interstate commerce In that connec- 
tion, I might amplify just a little bit. 
It is our concept that Section 401 was 
not put into the Act solely for the pur- 
pose of buttressing Section 402(b). 
There are four provisions in Section 
402(b), as you recall, which constitute 
adulteration. It has been argued that 
401 was simply for the purpose of ex- 
panding those situations which would 
fall into 402(b). We do not concede 
that to be the case. If Congress had 
wanted to grant the Administrator the 
power to make regulations, buttressing 
Section 402(b), it could readily have 
done so in the same way that it added 
Section 406 and 402(a) (2) to buttress 
402(a) (1). There is more to a stand- 
ard of indentity than simply an oppor- 
tunity to define more clearly when a 
product falls under the prohibition of 
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402(b). I think we can argue that, 
also, because the violation of 401 is 
not an adulteration: it is a misbranding. 
A violation of 402(b) on the other hand 
is adulteration. 


We think the Congress had more in 
mind than simply, as I have said, giv- 
ing an opportunity to spell out in de- 
tail what might constitute a violation 
of 402(b). There is that little phrase 
about promoting honesty and fair deal- 
ing in the interest of the consumer, and 
occasions, I believe, have arisen where 
we have been reluctant to permit op- 
tional ingredients in standardized foods, 
not because those optional ingredients 
would have rendered the food adul- 
terated, or would have done violence 
to its integrity, but because they would 
have given an opportunity to promote, 
shall we say, inefficient sanitary prac- 
tices; or they might have given an op- 
portunity for laying greater stress on 
the value of the added ingredient than 
would actually be warranted. That is 
another reason why we think that Sec- 
tion 401—the permission to make stand- 
ards—is something more than just an 
elaboration of 402(b). We think that 
standards, when properly made, can do 
more than simply protect the basic in- 
tegrity of the product, but can go far- 
ther in really promoting honesty and 
fair dealing in the interest of consumers 


MR. DUNN: I make this brief state- 
ment in conclusion We have today 
re-examined the food standards law of 
the Federal Food, Drug, and Cosmetic 
Act, through the papers read and the 
ensuing informal discussion. The speak- 
ers have been both government and 
legal experts on this law. That re- 
examination has been a constructive 
and valuable one, because it has indi- 
cated ways in which this law can be 
improved in both substance and pro- 
cedure. It now remains for our food 
standards committee to develop a re- 
port, which may be used to attain this 
unprovement. 
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I add: It is essential of course that 
we have a food standards law in the 
Federal Food, Drug, and Cosmetic Act, 
which maintains the integrity of basic 
foods (on which our people must de- 
pend) and promotes honesty and fair 
dealing in the interest of consumers. 
But it is also important that this law 
is not effective to prevent the honest 
sale of wholesome food or to increase 
unduly the food cost of living or harm- 
fully to interfere with the progress in 
food development. As to progress in 
the development of standardized food, 
it must normally come in the field of 
what are called the “optional ingredi- 
ents,” which may be added without im- 
pairing the integrity of the food. In 
this field the food may be infinitely 


improved, as the science of its produc- 
tion advances. It is difficult to under- 
stand why any optional ingredient may 
not be added to the food which does 
not impair its integrity, where its addi- 
tion is harmless and plainly declared 
on the label. It is also difficult to 
understand why the addition of such 
an ingredient is subject to the long, 
difficult and expensive procedure of a 
formal standard amendment, which is 
inherently a restraining influence. There 
surely ought to be another way to make 
this administrative determination, if it 
is required at all. For otherwise, the 
addition of an optional ingredient may 
be controlled by the adequate provisions 
of this Act against the adulteration or 
misbranding of any food. 





Books 


Hail to Thee, Blithe Spirits! 
(Tax Free Thou Sometimes Wert) 


The Liquor Tax in the United States, 
1791-1947. Tun Yuan Hu. Graduate 
School of Business, Columbia Univer- 
sity, New York 27, New York. 1950. 
188 pages. $2.75. 

The “object of government, in laying 

. duties on spirits was not to check 
the use, but to raise money.” Dr. Hu’s 
dissertation shows graphically how this 
intent (expressed by Albert Gallatin, 
Secretary of the Treasury from 1801 to 
1813) has been accomplished—albeit 
sporadically—since the introduction of 
the first liquor tax in 1791 by Alexander 
Hamilton, up to and including its status 
in 1947, 

It is difficult to understand why such 
a study has not been undertaken be- 
fore, as the federal liquor tax is neither 
fiscally insignificant (the $2,474,763,443 
in revenue brought by the tax in 1947 
compares adequately with that year’s 
total tax revenue—$39,605,242,074) nor 
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dull in its development (obvious from 
the riots, mob violence, prohibition and 
bootlegging which have marred its his- 
tory). 

In his work, Dr. Hu gives a scholarly 
and accurate treatment to the tax’s 
growth, bringing an understanding of 
the combinations of circumstances lead- 
ing to its successes and failures. 

The printing of a limited number of 
copies of this paper is being sponsored 
by Columbia University’s Graduate School 
of Business as part of an experiment 
which will bring papers prepared by 
students in the school to interested 
persons. 


Arguing an Appeal 
Effective Appellate Advocacy 


Fred- 
erick Bernays Wiener. Prentice-Hall, 
Inc., 70 Fifth Avenue, New York 11, 
New York. 1950. 606 pages. $8.50. 
“Once in a while, I may confess, at 
the close of the oral argument none of 


us seems to know what the hell the 
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case is about.” This quotation the 
author takes from an unidentified but 
“distinguished and learned jurist.” 
Quoting another judge: “Oral argu- 
ment is not as helpful as it should and 
could be if the advocates would reach 
the simple point in the lawsuit and 
discuss it intelligently. The difficulty 
with the average advocate is that he 
succeeds primarily in confusing the 
court rather than clarifying the issues.” 


These pithy quotations neatly point 
up the significance of this book, and 
especially its chapters dealing with 
“The Methods of Appellate Courts” 
and “Effective Oral Argument,” which 
are contained respectively in Parts I 


and III. 


The author says the book contains 
what he believes “to be the only col- 
lection in existence of data bearing on 
the actual operation of American appel- 
late courts.” Certainly the thirty-five- 
page chapter devoted to this topic is 
the only collection of this nature which 
this reviewer has seen. Do courts read 
the briefs before the oral argument? 
The answers that are available are pre- 


sented for the Supreme Court of the 


United States, the ten United States 
Courts of Appeal, nonfederal courts of 
last resort and the Supreme Courts of 
Hawaii and Puerto Rico. What is the 
practice after the argument? “Do the 
judges study the case first and then 
vote, or do they vote first and then 
write an opinion after study of the 
records and briefs?” The answers to 
these questions are presented with re- 
spect to the same courts listed above. 


If the oral argument is important at 
all, the importance of these questions— 
and of the answers—is self-evident. If 
the court can be expected to be familiar 
with the briefs prior to the argument, 
much repetition of the material con- 
tained in them can be avoided in the 
oral argument, and counsel can spend 
more time in arguing the points of clash 
that have developed in the briefs them- 
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selves. On the other hand, if the court 
is not familiar with the briefs, the argu- 
ment can cover fewer questions and 
less detail, and many of the argumenta- 
tive points made in the briefs must be 
clinched within them. 

Parts II and IV of the book are 
entitled respectively “Effective Brief- 
Writing” and “Examples.” Consider- 
ably more than half the book is devoted 
to Part IV, wherein are reprinted suc- 
cessful briefs which sought discretionary 
review, resisted discretionary review, 
argued legal questions on the merits 
and argued factual questions. This 
same portion of the book contains ex- 
amples of briefs to illustrate the use 
of the statement of facts to advance 
one’s case, the nature of a reply brief 
and of a petition for rehearing. The 
seventeenth and concluding chapter con- 
tains a transcript of the oral arguments in 
a closely contested case, U. S. v. Line 
Material Company, 333 U. S. 287. The 
author has exercised good judgment in 
the selection of these materials, which 
for the most part are interesting in 
themselves and indicate the artistry 
sometimes involved in the selection of 
the facts, the formulation of the issues 
and the organization and presentation 
of the argument. 

The meat of the author’s own work 
is in the first three parts of the book, 
amounting to 238 pages. In these sec- 
tions the author has given his attention 
to the important matters that deserve 
it. Counsel should familiarize himself 
with the rules of court and should com- 
ply with those rules. The statement of 
facts “should always be written in such 
a way as to advance the cause of the 
party on whose behalf it is prepared. 
It must not argue or editorialize; its 
strength lies in selection and juxtaposi- 
tion, without of course even appearing 
to involve the irrelevant.” “Headings 
should always be argumentative rather 
than topical,” and the questions pre- 
sented should be formulated in such a 
way as to “impel the reader to answer 
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the question posed in the way the writer 
wants him to answer it.” 

While there is little that is novel in 
these suggestions—indeed, some recent 
law review articles have dealt with the 
same subject matter in considerable 
detail—this book has merit in bringing 
the discussion of all of these topics, to- 
gether with lengthy illustrations, within 
its own two covers. 

The author is a member of the Dis- 
trict of Columbia Bar, Special Lecturer 
at the Washington College of Law of 
the American University, and was for- 
merly Assistant to the Solicitor General 
of the United States. It was a little 
disappointing to this reviewer that a 
book otherwise so complete and detailed 
appellate advocacy 
little 


on the subject of 
should contain so 
the rules of court 


discussion of 


Story of a Useful Life 

A Segment of My Times. Joseph M. 
Proskauer. Farrar, Straus and Com- 
pany, 53 East 34th Street, New York 
16, New York. 1950. 270 pages. $3. 

This autobiography of a man who is 
still living is as interesting as any ad- 
venture story. Joseph Proskauer suc- 
ceeds admirably in achieving what he 
sets out to do: to subordinate himself 
in a presentation of the times in which 
he happens to live 

As an associate justice of the Su- 
preme Court of New York, Appellate 
Division, from 1923 to 1930, the author 
actually “lived” history, cultural ‘and 
sociological, in hearing the cases that 
came before him. 

On the personal level, this book is an 
excellent study of bigotry. Proskauer 
is a Jew, born in Mobile, Alabama; he 
went to New York to Columbia Uni- 
versity, among the Yankees, to study 
liberal and law. The study of 
bigotry has two main directions. 


arts 
There is the author’s own experience 


with anti-Semitism. It started when 
his nose was bloodied as a “Christ- 
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killer” when he started in public school 
in Mobile, and it progressed through 
and beyond his being consulted in 1922 
on the question of a “quota” of Jewish 


students in Harvard University. In 
another direction, his close association 
with Alfred E. Smith in the presidential 
campaign of 1928 produces for the 
reader a vivid picture of the anti- 
Catholic hysteria that played such an 
important part in the defeat of “The 
Happy Warrior.” 

He recognized the artificial, but none 
theless vicious, barriers of bigotry, and 
he overcame them. Undoubtedly, this 
accounts for his energetic participation 
in Al Smith’s campaign and later in 
life, when he had returned to private 
practice, for his participation in the 
fight for the establishment of the Stat: 
of Israel. 

The story of Counselor Proskauer in 
the United Nations Conference at San 
Francisco, his consultations with Britis! 
leaders on the problem of Palestine, his 
many philanthropies in New York City 
and his climb from 
importance take up a large part of this 
But the real message is 
From the international 
melting pot of Mobile came a highly 
respected lawyer, judge and _ leader 
When a man has fought so hard against 
must be 


insignificance to 


autobiography. 
about America. 


bigotry as this man has, he 
heard when he speaks. There is in this 
book the paradox of our way of life 
The author says that bigotry rests on 
two things: the compensating mecha 
nism of an inferiority complex to gratify 
that 
superiority to somebody else; and “a 
fundamental American impulse toward 
a kind of level mediocrity, of standard- 
ization, of implicit assumption that 
every man in America must be a good 
deal like every other man and that we 
want no differences.” And the author 
has demonstrated by his own example 
that a man can do or be anything he 
wants, if he has the strength of char- 
acter that is necessary. 


insensate desire of man to show 
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